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(e.g., placebo-controlled) design. This phase also aims at the determination of
appropriate dose ranges/regimens and (if possible) clarification of dose/
response relationships, in order to provide an optimal background for the
design of wider therapeutic trials. The placebo group should be abandoned
in cases where the patients will be seriously affected by not receiving active
treatment or their lives will be put at danger.

¢)Phase I1I

Trials in larger (and possibly varied) patient groups with the purpose of
determining the short and long-term safety/efficacy balance of formulations of
the active ingredient, as well as to assess its overall and relative therapeutic
value. The pattern and profile of more frequent adverse reactions must be
investigated and special features of the product must be explored (e.g.,
clinically relevant drug interactions, factors leading to differences in response
such as age, etc.). The design of trials should preferably be randomized,
double-blind, but other designs may be acceptable, e.g., long-term safety
studies.Generally, the circumstances of the trials should be as close as possible
to actual conditions for use.

d)Phase IV
Studies performed after marketing of the final medicinal product(s), although
definition of this phase is not completely agreed upon. Trials in Phase IV are
carried out on the basis of information in the summary of product characteristics
of the marketing authorization, e.g., post-marketing surveillance, assessment
of therapeutic value or strategies. According to the circumstances, Phase IV
studies require trial conditions (including at least a protocol) such as described
above for pre-marketing studies. After a product has been placed on the market,
clinical trials exploring, e.g., new equipment, new indications, new methods of
administration or new combinations, are considered as trials for new medicinal
products.

4.Measures to Ensure Optimal Trial Conditions
A trial protocol must be worked out and adhered to, and proper instructions
must be given to all involved.
The conditions of the physical framework in which the trial is carried out must
be well arranged and carefully prepared. They must be of a sufficiently good
quality regarding supervision of patients/healthy volunteers, staffing, laboratory
facilities (where necessary), emergency instructions, etc.
Finally, the distribution of responsibilities between the sponsor, the monitor and
the investigator(s), and all collaborators must be clearly defined before the start
of the clinical trial.

5.Pre-trial Data
Chemical, pharmaceutical, animal pharmacological and toxicological data on
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APPENDIX

RULES AND REGULATIONS FOR PHYSICIANS ENGAGED IN

BIOMEDICAL RESEARCH ON HUMAN SUBJECTS
In the Kingdom of Saudi Arabia, the basic guidelines upon which life is built are
derived from the Islamic Sharia. These guidelines encompass a wide variety of
rules governing human behavioral matters. They must be strictly adhered to while
performing biomedical research on human beings.

1.General Background
It is important for anyone preparing for a clinical trial involving the use of a
medicinal product in humans that the specific problems of a particular clinical
trial be thoroughly considered and that the chosen solutions be scientifically
sound and ethically justified. It should be emphasized that this responsibility
lies on the actual investigator(s). Furthermore, considering the strategy of
clinical evaluation of new active ingredients, it is highly advisable to plan and
design the individual trial as part of a logically constructed chain of investigations.

2.Definition of Clinical Trials
In this context, a clinical trial of medicinal product(s) means any systematic
study to be conducted on human subjects whether they are patients or healthy
volunteers in order to discover or verify the effects of and/or identify and
adverse reactions to the investigational products, and/or to study their
absorption, distribution, metabolism and excretion in order to ascertain the
efficacy and safety of the products.

3.Phases of Clinical
Clinical trials are generally classified into phases I to IV. It is not possible to
draw distinct lines of demarcation between the phases, ad diverging opinions
about details and methodology do exist. Definitions (in brief) of the individual
phases, based on their purposes related to clinical development of medicinal
products, are given below:

a) Phase 1
First trials of a new active ingredient in man, often healthy volunteers. The
purpose is to establish a preliminary evaluation of safety and a first outline of
the pharmacokinetic/pharmacodynamic profile of the active ingredient in humans.

b) Phase 11
Therapeutic pilot studies. The purpose of these is to demonstrate activity
and to assess short-term safety of the active ingredient in patients suffering
from a disease or condition for which the use of an equipemtn, prosthesis,
or an active ingredient is intended. The trials are performed in a limited
number of subjects and often, at a later stage, in a comparative




made by the Ethics Committee.

7.4 In submitting clinical trial proposals to an Ethics Committee, the

Committee should be asked to consider the following:

7.4.1 The suitability of the investigator for the proposed trial in relation to
his/her qualifications, experience, supporting staff, and available
facilities, based on the information available to the Committee.

7.4.2 The suitability of the protocol in relation to the objectives of the study,
its scientific merits, i.e., the potential for reaching sound conclusions
with the smallest possible exposure of subjects, and the justificiation fo
predictable risks and inconveniences weighed against the anticipated
benefits for the subjects and/or others.

7.4.3 The adequacy and completeness of the written information to be given
to the subjects, guardians and, if necessary, legal representatives.

7.4.4 The means by which initial recruitment is to be conducted, full
information given, and consent obtained. All written information for
the subject and/or legal representative must be submitted in its final
form.

7.4.5 Provision for compensation/treatment in the case of injury or death of
a subject if attributable to a clinical trial, and any insurance or
indemnity ot cover the liability of the investigator and sponsor in
accordance with the Royal decree M/3 dated 21/2/1409 H (Appendix 6).

7.4.6 The extent to which investigators and subjects may be rewarded or
compensated for participation.

7.4.7 The Ethics Committee should give its opinion and advice in writing
within a reasonable time limit, clearly identifying the trial, the
documents studied and date of review.

8. Informed Consent

8.1

8.2

8.3

8.4

The principles of informed consent in the current revision of the Helsinki
Declaration should be implemented in each clinical trial.

Information should be given in both oral and written from whenever possible.
No subject should be obliged to participate in a trial. Subjects, guardians or, if
necessary, legal representatives must be given ample opportunity to inquire
about details of the trial. It should be clear in the information that refusal to
participate or withdraw from the trial at any stage should not affect the
subject’s subsequent care. Subjects must be allowed sufficient time to decide
whether or not they wish to participate.

The subject must be made aware of and consent ot the understanding that his/
her personal information may be scrutinized during audit by competent
authorities and properly authorized persons, but that personal information will
be treated as strictly confidential and will not be made publicly available.

The subject must have access to the information regarding procedures for
compensation and treatment should he/she be injured/disabled by participating




the substance and/or the pharmaceutical dosage form in question must be
available and professionally evaluated before a new product is subjected to
clinical trials. The sponsor’s responsibility lies in providing exhaustive,
complete and relevant material, e.g., by means of an Investigator’s Brochure.

If an active ingredient is to be studied in Phase II, III and IV, all existing
research data in humans must be considered. Before Phase II studies are
initiated, results from previous human pharmacology investigations are
mandatory. Apart from effects on target functions, possible effects on other
important organ systems should have been studied at relevant dosage levels,
although it may not be possible in all studies. Results from pharmacokinetic
studies of the active ingredient, its distribution and/or elimination, perhaps with
several routes of administration, and results from other investigations on which
the choice of dosage is based, e.g., studies of dose/response and/or
concentration/effect relations and safety studies, must be considered. Before
starting phase Il investigations, results from earlier clinical trials must be
studied. The possibility of interactions with medicinal products containing
other active ingredients should be given consideration.

6.Protection of Trial Subjects

6.1 The Ethics of performing experimental work on humans have been put
forward by the Islamic Sharia. This has been summarized in the regulation
N0.69-5-7 of the Figh Academy in its meeting dated 7-12/11/1412 in Jeddah,
Saudi Arabia (Item 3D). These regulations

6.2 The current revision of the Declaration of Helsinki is the accepted basis
for clinical trial ethics, which must be fully known and followed by all who
are engaged in research on human beings (Appendix 5).

6.3 The personal integrity and welfare of the research subjects is the ultimate
responsibility of the investigator in relation to the trial; but independent
assurance that subjects are protected is provided by an Ethics Committee
together with a freely obtained informed consent.

7.Ethics Committees

7.1 The investigator must request the opinion of relevant Ethics Committee(s)
regarding suitability of clinical trial protocols (including annexes) and of the
methods and materials to be used in obtaining and documenting informed
consents of the subjects.

7.2 The Ethics Committee must be informed of all subsequent amendments of
the research protocol and of any serious or unexpected adverse effects which
are likely to affect the safety of the subjects or the conduct of the trial, and
should be asked for its opinion if a re-evaluation of the ethical aspects of the
trial appears to be called for.

7.3 Subjects should not be entered into the trial until the relevant Ethics
Committee(s) has issued its favorable opinion on the procedures and
documentations. The investigator should consider the recommendations
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8.5

8.6

8.7

8.8

8.9

. . f
in the trial.

If a subject agrees to participate after a full and comprehensive explanation
of the study (including its aims, expected benefits for the subjects and/or
others, reference treatments/placebo, risks and inconveniences — e.g.,
invasive procedures — and, where appropriate, an explanation of alternative,
recognized standard medical therapy), this consent should be appropriately
recorded. Consent must be documented either by the subject’s dated
signature or by the signature of an independent witness who records the
subject’s consent. In either case the signature confirms that the consent is
based on information which has been understood, and that the subject has
freely chosen to participate without prejudice to legal and ethical rights while
allowing the possibility of withdrawal from the study without having to give
any reason.

If the subject is incapable of giving personal consent (e.g., unconscious),

the inclusion of such patients may be acceptable if the Ethics Committee is,

in principle, in agreement and if the investigator is of the opinion that
participation will promote the welfare and interest of the subject. The

agreement of a legally valid representative that participation will promote the

welfare and interest of the subject should also be recorded by a dated

signature.

Consent must always be given by the signature of the subject in a non- therapeutic
study, i.e., when there is no direct clinical benefit to the subject.

Any information becoming available during the trial which may be of
relevance for the trial subjects must be made known to them by the
investigator.

An independent national body, other than the manufacturing company that
made the equipment, the drug or the medical product should be responsible
for analyzing the data obtained from the study in order to verify its
correctness and eliminate any bias upon dissemination of the data that was
obtained.
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' American Association for Adult and Continuing Education
AAACE ! http'//www aaace.org
pubhcatlons Adult Education Quarterly; Adult Learning
"""""" " American Academy of Family Physicians
AAFP ' http://www.aafp.org/ Evidence-Based CME
: publication: American Family Physician
T Association of American Medical Colleges
vhttp://www.aame.org
12004: Boston, Nov. 5-10; 2005: Washington, Nov. 4-9; 2006: Seattle,
AAMC ' Oct. 27- Nov. 1;2007: Washington, Nov. 2-7; 2008: San Antonio, Oct. 31-Nov. 7
ipublications: Academic Medicine eTOCs available AAMC Reporter
+ Educating Doctors to Provide High Quality Medical Care July 2004
' Institute for Improving Medical Education
ABMS ! American Board of Medical Specialties
+ http://www.abms.org
ABSAME | Association for the Behavioral Sciences and Medical Education
vhttp://www.absame.org
ACCME ! Accreditation Council for Continuing Medical Education
: http://www.accme.org
7 Acereditation Council for Graduate Medical Education
ACGME ! http://www.acgme.org
'Follow the link from Competencies & Outcomes for Assessment to
___________ | ACGME Outcome Project
ACME EAlliance for Continuing Medical Education
v http://www.acme-assn.org
© " !American College of Physicians
ACP/ASIM: http://www.acponline.org
ipublication: Annals of Internal Medicine
"""""" | American Educational Research Association
AERA  :http://www.aera.net
' publications: ER Online [Educational Researcher Online]; AERJ
[American Educational Research Journal]
T Association of Faculties of Medicine of Canada
AFMC ' http://www.afmc.ca/index.php
___________ i Today’s Research, Tomorrow’s Doctors

AHME ! Ass0c1at10n for Hospital Medical Education
http.//www. ahme.org
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' Canadian Medical Association
: http'//www cma.ca
publlcatlon CMAJ E-alert: eCMAI toc

CMSS + Council of Medical Specialty Societies
' ¢ http://www.cmss.org/

FMPE Foundatlon for Medical Practice Education
: http /lwww.fmpe.org

GAME . Global Alliance for Medical Education
 http://www.game-cme.org
GEA™!Group on Educational Affairs
. http //www.aamc.org/members/gea/start.htm
MedBiq | MedBiquitous T
___________ jhup:/www.medbiqorg/
NBME  :National Board of Medical Examiners
' http://www.nbme.org/
"""""" 17004 Tith Tnternational Conference on Medical Bducation, Barceiona,
' Spain, July 6-8
Ottawa  12006:12th Ottawa International Conference on Medical Education,
Conferencei Sunday, May 21 to Wednesday, May 24, 2006, New York Theme:
+ Assessment of Clinical Competence
RCPSC ! Royal College of Physicians and Surgeons of Canada
http://rcpsc.medical.org/
"TT7TTTi2004: 43rd Annual Conference on Research in Medical Education
RIME ' (RIME) was held in conjunction with the 115th Annual Meeting of the
' Association of American Medical Colleges (AAMC), Boston, Nov. 5-10
http://www.aamc.org
"7 i Society for Academic Continuing Medical Education
Chttp://www.sacme.org
SACME : See also SACME Meetings
' See also AAMC Future SACME meetings
publications: Journal of Continuing Education in the Health
o........jProfessions; INTERCOM
STFM ' Society of Teachers of Family Medicine
http://www.stfm.org/
7777 World Federation for Medical Education/Federation mondiale
WFME . pour s’enseignement de la medecine
shttp://www.sund.ku.dk/wfme/
___________ | publication: Medical Education
EThe World Organization of Family Doctors
WONCA  http://www.globalfamilydoctor.com

1 ”Wonca is an unusual yet convenient acronym comprising the first five
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12004: Congress 2004, Toronto, May 15-18 Web site; slide show;
ibrochure

' publications: Journal of Continuing Education in the Health Professions;
'AHME News

r American Medical Association
AMA v http://www.ama-assn.org
,pubhcatlons JAMA Publications E-Mail Alert ; CME/CPPD Report

. i Association for Medical Education in Europe
AMEE vhttp://www.amee.org
' publication: Medical Teacher

1: American Medical Informatics Association
AMIA  http://www.amia.org
i publication: JAMIA Online

t ANZAME: The Association for Health Professional Education
ANZAME ! [Australasian and New Zealand]

http://www.anzame.unsw.edu.au

' publication: Focus on Health Professional Education

ASE ' Association for Surgical Education
http://www.surgicaleducation.com

___________ g

+ Association for the Study of Medical Education
ASME vhttp://www.asme.org.uk
' publication: Medical Education

BEME 'BEME Collaboration: Best Evidence Medical Education
+http://www.bemecollaboration.org

; Brltlsh Medical Association
BMA 'http://web.bma.org.uk/ap.nsf/Content/_Home Public

Epublication: BMUJ: British Medical Journal Customised @lerts
777777 Canadian Association of Continuing Health Education/
CACHE : Association canadienne d’éducation médicale continue (CACHE/

r ACEMC)

http://www.cachecanada.org

___________________________________________________________________________________

CADE : Canadian Association for Distance Education
vhttp://www.cade-aced.ca
' publication: Journal of Distance Education

CAME/ :Canadian Association of Medical Education/

ACEM ' + http://www.came-acem.ca/

___________ {L’Association canadienne pour 'éducation médicale
1 College of Family Physicians of Canada

CFPC 'http://www.cfpc.ca MAINPRO [Maintenance of Proficiency]
publication: Canadian Family Physician
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+ initials of the World Organization of National Colleges, Academies and
+ Academic Associations of General Practitioners/Family Physicians.
+ Wonca’s short name is World Organization of Family Doctors.”
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KING SAUD UNIVERSITY HOSPITAL

.§ 1 College of Medicine

g i CREDENTIALS COMMITTEE

g: ; Serial Number

e“cg 1951”9) Date

NAME DEPARTMENT
Date of Birth Sex Marital Status Nationality
Present | College of Medicine Date of Commencement of
Position | KKUH Appointment
At KAUH
Qualifications |:| Medically Qualified |:|N0n Medically Qualified

Please list most recent qualifications first

Qualification Date Subject Institution Country

EXPERIENCE (Please list most recent position first)

From To Position Institution Country

PUBLICATIONS

(Please attach list of publications to this form)

REFERENCES AND ADDRESS

Note: Please attach additional information to this form

Candidate Signature Head of the Department Signature
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RESIDENT / REGISTRAR SENIOR REGISTRAR EVALUATION SHEET
SUBMITTED TO THE CREDENTIALS (PROMOTIONS) COMMITTEE

Name of the Candidate

Age Sex Nationality
Current Position Position recommended
(Average submission of all previous evaluation from to

Poor | Fair | Good [Excellent Not
0-2.52.5-5|5-7.5 | 7.5-10 |applicable

History, Patient Examination
Skills

Plan of Management

Utilization of Facilities

Follow-up

Emergency-Management
Self-Education

Attendance
Attitude towards

Patients

Colleagues

-- General Theoretical Knowledge

Total Marks Obtained

General assessment and suitability for further promotion

HEAD OF THE DEPARTMENT DOCTOR DOCTOR

Note : Please round off the fraction number whenever needed.
Total Marks 100
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