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STARTING A RESEARCH PROJECT AT SKMCH&RC 
 
What is Clinical Research? 
 
For the purposes of these guidelines, clinical research is defined as a systematic activity that involves one or 
more of the following: 
 
• People (typically patients, their carers, staff or volunteers) 
• Their tissue  
• Their organs  
• Their personal information  
 
And that meets all three of these criteria 
 
• Attempts to answer a clearly defined question  
• Employs systematic and rigorous methods  
• Leads to new knowledge that may be transferable / generalizable  
 
The first two criteria will also be met by audit and service evaluation activities, but these differ from 
research in that audit seeks to measure existing practice against evidence based standards, and service 
evaluation addresses local service issues.  
 
You need to register your project if it involves participants for whom SKMCH&RC has a duty of care, i.e. 
patients, their carers or staff including data or tissue deriving from the participants. You will also need to 
register your research if it occurs in SKMCH&RC premises even if it does not directly involve patients as 
would be the case of a medical physicist working on the development of instrumentation. You may begin 
your project only after you have received a formal letter of authorization from the Secretary of the RSG 
(Research Support Group). The independent scientific review process will be performed by colleagues, with 
quick turnaround.  
 
Some examples: 
• If participants are recruited by virtue of their relationship with SKMCH&RC, but the study involves 

interviewing subjects in their own homes, the Hospital has a duty of care.  
• If the participants are recruited by virtue of their membership of a community group, and are 

interviewed on SKMCH&RC premises, SKMCH&RC has a duty of care.  
• If the participants are recruited by virtue of their membership of a community group, and are 

interviewed in their homes, SKMCH&RC does not have a duty of care. In this case, if the subjects were 
recruited or identified because of lists/data available at SKMCH&RC, the research still falls under the 
purview of SKMCH&RC. 
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Types of Research Projects 
 
The following table will serve as a guide to various types of research projects and the various approvals 
required. 
 

 
Type of work 

 
Purpose 

Data 
Access 

Request

Scientific 
Review IRB Approval 

Informal review Typically <50 charts Exploring ideas/ 
case reports/ series Yes No No (IRB approval required 

if report generated) 

Clinical audits QA / audits Audit/ 
service evaluation Yes No No 

Descriptive 
(e.g. case report, 

case series) 

Descriptive article, intended 
for publication Yes 

Yes 
(copy of 

manuscript) 

Yes 
(copy of manuscript) 

All studies 
involving any 

patient material 
(inc. slides, 

samples, x-rays, 
others) 

Research Yes Yes Yes Non-interventional 

Analytic 
(e.g. cross sectional, 

case-control, 
cohort, others) 

Research Yes Yes Yes 

Clinical trial 
(randomized and 
non-randomized) 

Research Yes Yes Yes Interventional 

Other experimental Research Yes Yes Yes 
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Conducting Research at SKMCH&RC 
 

1. Registration of research – done by submission of the research synopsis to the clinical research office. 
The recommended format is shown below. The CRO (Clinical Research Officer) will inform the 
MD (Medical Director) of the proposal. 

 
2. Scientific review. The MD will nominate a scientific review committee for the project. All SRC’s 

constituted will include MD, Sec SRC, Sec IRB, at least two members from the Consultant staff and 
at least one representative from the basic science research group. The committee will advise and 
facilitate the investigators and may support, oppose or suggest modifications to the proposal. 

 
3. IRB approval. Once scientific approval is obtained, the clinical research office will submit the study 

for IRB approval in coordination with the principal investigator. The primary objective of obtaining 
IRB approval is protection of the rights of study subjects and to address ethical issues. The IRB may 
approve, reject, modify or defer pending further information. 

 
4. Authorization by the MD 
 
5. Application for SKM funds 
 
6. Data Access Request. This will be sent to the department holding the clinical data, (Medical 

Records, Pathology, Radiology, others). Depending on the volume of the request and the nature of 
the project, adequate notice (preferably one week) must be provided. No other authorization is 
required, but a copy of all such requests must be sent to the Secretary of the Scientific Review 
committee, who will email this log to the MD on a monthly basis. 

 
7. Maintain site file 

 
8. Periodic progress reports 
 
9. Audit 
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Synopsis Requirements 
 
The following general format should be used for submitting a synopsis 
 

I. Title 
 

II. Investigator(s) and institutional affiliations 
 

III. Introduction 
 

IV. Objectives 
 

V. Definitions 
 

VI. Hypothesis 
 

VII. Materials and Methods 
 
a. Study design 
b. Setting 
c. Duration 
d. Sample size and sampling techniques 
e. Inclusion and exclusion criteria 
f. Data analysis and statistical methods 

 
VIII. Resource requirement 

 
a. Monetary 
b. Clerical, logistic and administrative 
c. Data entry by data section staff 
d. Statistical analysis 
e. Other 

 
IX. References 
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ENSURING GOOD CLINICAL PRACTICES 
 
Definitions 
 
When considering applications that involve human subjects it is important for reviewers to keep a number 
of definitions of terms in mind: 
 
Human subjects:   A "human subject" is defined as a "living individual about whom an investigator obtains 
(1) data through intervention or interaction with the individual, or (2) identifiable private information." The 
regulations extend to the use of human organs, tissue and body fluids from individually identifiable human 
subjects as well as to graphic, written, or recorded information derived from individually identifiable human 
subjects. A subset of research involving human subjects may qualify for exemption, but justification must 
be provided under the heading "Protection of Human Subjects from Research Risk". The use of autopsy 
materials is governed by various laws overseas. 
 
Clinical research is defined as: (1) Patient-oriented research, i.e., research conducted with human subjects 
(or on material of human origin such as tissues, specimens and cognitive phenomena) for which an 
investigator (or colleague) directly interacts with human subjects. (Excluded from the definition of patient-
oriented research are in vitro studies that utilize human tissues that cannot be linked to a living individual.) 
Patient-oriented research includes: (a) mechanisms of human disease, (b) therapeutic interventions, (c) 
research projects, and (d) development of new technologies; (2) Epidemiologic and behavioral studies; or 
(3) Outcomes research and health services research.  
 
A Clinical Trial is operationally defined as a prospective biomedical or behavioral study of human subjects 
that is designed to answer specific questions about biomedical or behavioral interventions.  
 
An NIH-defined Phase III clinical trial is a broadly based prospective clinical investigation, usually 
involving several hundred or more human subjects, for the purpose of evaluating an experimental 
intervention in comparison with a standard or control intervention or comparing two or more existing 
treatments. Often the aim of such investigation is to provide evidence leading to a scientific basis for 
consideration of a change in health policy or standard of care. The definition includes pharmacologic, non-
pharmacologic, and behavioral interventions given for disease prevention, prophylaxis, diagnosis, or 
therapy. Community trials and other population-based intervention trials are also included. 
 
A valid analysis is required in phase III research projects. This means an unbiased assessment. Such an 
assessment will, on average, yield the correct estimate of the difference in outcomes between two groups of 
subjects.  Valid analysis can and should be conducted for both small and large studies. A valid analysis does 
not need to have a high statistical power for detecting a stated effect. The principal requirements for 
ensuring a valid analysis are: 
Allocation of study participants of both sexes/genders and different racial/ethnic groups to the intervention 
and control groups by an unbiased process such as randomization,  
Unbiased evaluation of the outcome(s) of study participants, and  
Use of unbiased statistical analyses and proper methods of inference to estimate and compare the 
intervention effects among the sex/gender and racial/ethnic groups.  
 
Children: For purposes of this policy, a child is an individual under the age of 18 years.  
  
 7



 
 
 
Protection of Human Subjects 
 
If the proposed research involves human subjects, and does not qualify as being exempt, it is considered 
clinical research (see definition above) and reviewers must evaluate the plan to protect human subjects. The 
applicant’s research plan should include four elements under the heading "Protection of Human Subjects 
from Research Risk". Reviewers are asked to evaluate each of the four elements: 
 
Risks to the subjects: discussion of human subject involvement and characteristics, source of material, and 
potential risks. This includes discussion of the likelihood and seriousness of potential risk to subjects 
including, if applicable, risks to special populations. Where appropriate, alternate treatments and 
procedures, including risks and benefits should be considered. If a test article (Investigational New Drug, 
device, or biologic) is involved, or if the applicant proposes using a drug or device in a method that may not 
have FDA approval, the test article must be named and the status with regard to FDA submission/approval 
must be stated.  
 
Adequacy of protection against risks: discussion of plans to protect against or minimize potential risks and 
assessment of their likely effectiveness. Where appropriate, this section should include discussion of plans 
for ensuring necessary medical or professional intervention in the case of adverse effects. Also included are 
recruitment plans and description of the process for obtaining informed consent, including the information 
to be provided to subjects.  
 
Potential benefit of the proposed research to the subjects and others: discussion of why the anticipated risks 
are reasonable in relation to the anticipated benefits to the subjects and to others.  
 
Importance of the knowledge to be gained: discussion of why the risks to subjects are reasonable in relation 
to the importance of the knowledge to be gained.  
 
There is a fifth level of protection involving data and safety monitoring, if a clinical trial is proposed. All 
applications proposing research projects research (see definition above) should include plans for Data and 
Safety Monitoring that describe the entity to be responsible for the monitoring as well as the policies and 
procedures for adverse event reporting. An NIH defined Phase III clinical trial (see definition above) also 
requires establishment of a Data and Safety Monitoring Board to provide this oversight.  
Based on the evaluation of whether the applicant has adequately addressed Human Subjects Protection 
according to these criteria and subsequent discussion, the study section may score the application with no 
concerns or with comments or concerns that may affect the score to a level commensurate with the 
seriousness of the concern. 
 
Biohazards 
 
The investigator and the sponsoring institution are responsible for protecting the environment and research 
personnel from hazardous conditions. As with research involving human subjects, reviewers are expected to 
apply the collective standards of the professions represented within the SRC in identifying potential 
hazards, such as inappropriate handling of oncogenic viruses, chemical carcinogens, infectious agents, 
radioactive or explosive materials, or recombinant DNA. 
If applications pose special hazards, these hazards will be identified and any concerns about the adequacy of 
safety procedures highlighted as a special note (BIOHAZARD) on the summary statement.  
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Confidentiality and Communications with Investigators 
 
All materials pertinent to the applications being reviewed are privileged communications prepared for use 
only by consultants and other SKMCH&RC staff, and should not be shown to or discussed with other 
individuals. Review group members must not independently solicit opinions or reviews on particular 
applications or parts thereof from experts outside the pertinent initial review group. Members may, 
however, suggest scientists from whom the RSG may subsequently obtain advice. Consultants are required 
to leave all review materials with the RSG at the conclusion of the review meeting. Privileged information 
in grant applications shall not be used to the benefit of the reviewer or shared with anyone. 
 
Under no circumstances shall consultants advise investigators, their organizations, or anyone else of 
recommendations or discuss the review proceedings. The investigator may be led into unwise actions on the 
basis of premature or erroneous information. Such advice also represents an unfair intrusion into the 
privileged nature of the proceedings and invades the privacy of fellow consultants serving on review 
committees and site visit teams. A breach of confidentiality could deter qualified consultants from serving 
on review committees and inhibit those who do serve from engaging in free and full discussion of 
recommendations. 
 
Ordinarily, there must be no direct communications between consultants and investigators. Consultants' 
requests for additional information and telephone inquiries or correspondence from investigators must be 
directed to the RSG, who will handle all such communications. 
 
Scientific Misconduct  
 
"Misconduct" or "misconduct in science" is defined as fabrication, falsification, plagiarism, or other 
practices that seriously deviate from those that are commonly accepted within the scientific community for 
proposing, conducting or reporting research. It does not include honest error or honest differences in 
interpretation or judgments of data.  
 
The SRC should not review an application about which an allegation of misconduct has surfaced from one 
of its members. The RSG should report the allegation to the MD.  
In all cases of suspected misconduct, it is essential that the RSG stress to the reviewers the seriousness of 
such allegations and the potential harm that may result if confidentiality is not strictly maintained. In 
addition, it is important for the RSG to assure the reviewers that the suspicions identified will be taken 
seriously and pursued by the MD. In no instance shall the RSG or a reviewer communicate the SRC's 
concerns to the principal investigator or applicant. 
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Scientific Review Committee 
 
Independent Hospital committee responsible for reviewing scientific content of research protocols. Research 
projects which are conducted at SKMCH & RC need approval from the SRC prior to IRB presentation. 

Terms of Reference 
 

1. The Scientific Review Committee will be headed by the Medical Director and will be based on the 
nature and subject of the project. A full-time Secretary to the SRC (usually a Clinical Research 
Officer) will assist the Principal Investigator in obtaining approval from the SRC. 

 
2. The Secretary of the SRC will initially review all proposals received and forward complete 

applications to the MD, recommending the names of two scientific reviewers. 
 
3. All necessary documentation must be completed & submitted to the Secretary SRC by the principal 

investigator at least four weeks prior to the scheduled date of the meeting.  
 
4. The MD will nominate a scientific review committee for the project. All SRC’s constituted will 

include MD, Sec SRC, Sec IRB, at least two members from the Consultant staff and at least one 
representative from the basic science research group. The committee will advise and facilitate the 
investigators and may support, oppose or suggest modifications to the proposal.  

 
5. The SRC will meet on the first and third Friday of every month.  
 
6. The Secretary SRC will make sure that final versions of the following documents are sent to all 

reviewers at least two weeks prior to the meeting: 
• copy of clinical trial protocol (and any amendments) 
• copy of consent form & subject information sheet both in English & Urdu 
• a copy of investigator brochure and any available safety information 
• proposal review form 

 
7. In the meeting, the Principal investigator will present the protocol under review and answer any 

questions posed by the reviewers. In the event of serious objections, re-submission of the protocol, 
following amendment, will be necessary. Ordinarily, the purpose of the second meeting will only be 
to address issues raised following the first meeting. 

 
8. The two scientific reviewers must be present at the time of the SRC meeting and the presentation by 

the PI. 
 

9. Decisions in the SRC will be based on consensus. The Medical Director will have final authority in 
case of dispute. 

 
10. If required, the Medical Director may obtain assistance and advice from outside reviewers. 
 
11. No protocol will be presented to the IRB before the SRC issues its written approval. 
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12. The secretary SRC will be responsible for maintaining all relevant records (e.g., written procedures, 

submitted documents, minutes of meetings & correspondence) for a period of at least 3 years after 
the completion of the study and make them available if required by regulatory authorities. 

 
13. To obtain the application template, guidelines for SRC approval and for any further information 

regarding SRC approval contact: 
 
Clinical Research Administrator 
Shaukat Khanum Memorial Cancer Hospital & Research Center 
7 – A, Block R – 3, Muhammad Ali Johar Town, Lahore 
Tel: +92 (0)42 5180725-34 Ext. 2329 
Fax: +92 (0)42 5180752 
E-mail: crd@skm.org.pk

 

Guidelines for Reviewers 
 
You are being asked to evaluate the scientific merit of a research proposal. The institution appreciates your 
valuable role in this review process. Two weeks before the meeting, you will receive a package containing 
all of the applications except for those that pose a conflict of interest for you. Included will be a list of 
applications on which you are expected to focus as a Reviewer or Discussant. It is critical that you promptly 
alert the RSG (within 48 hours is optimal) to unforeseen conflicts or questionable assignments concerning 
the matching of your expertise. 
  
Conflict of Interest: The RSG will attempt to identify conflicts of interest involving you and any 
application. Your assistance is necessary. Consider the following as potential conflicts: investigators are 
listed with whom you have a financial relationship; the funding decision on any application would benefit 
you directly; you feel there may be a perception of conflict. Notify the RSG in such cases. The RSG will 
make the final determination.  
 
Confidentiality: The applications are to be considered confidential and it is important to respect the privacy 
of the investigators' ideas. If consultation with an expert is appropriate, contact the RSG who can recruit an 
outside opinion and secure a signed conflict of interest form. 
  
Expectations of Reviewers and Discussants: Each application is assigned to at least two Reviewers. As a 
Reviewer, you will be expected to write a complete critique.  
 
Amended and Renewal Applications: For revised applications, your critique should include an evaluation of 
the changes made in response to the last review. You should consider the response by the investigator to the 
previous criticisms as one component in your overall evaluation of the current application. Note, however, 
that you are not tied to previous reviewers' critiques and can raise new criticisms and/or disagree with 
previous comments on strengths and weaknesses. If the application is a competing renewal, you should 
include an evaluation of progress over the past project period.  
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The Written Critique: Consider all aspects of the application. Do not describe the investigator's plans; rather 
make evaluative statements about the strengths and weaknesses of the proposal. A strong application will 
contain good ideas, address important issues, and generate confidence that the investigator(s) will make a 
significant impact. Do not insist on a hypothesis-driven approach if the research is sound and will move the 
field forward. Focus is important, especially for new investigators. Avoid emphasizing minor technical 
details, making tutorial comments, or redesigning the investigator's experiments. Put the requirement for 
preliminary data in perspective such that bold new ideas, young investigators, and risk taking are 
encouraged rather than stymied. Be concise; longer reviews are not necessarily better. Sample critiques are 
less than 2 pages long. Where possible, try to put the strengths and weaknesses in perspective by indicating 
their relative magnitude. Do not consider issues outside of scientific merit in your critique such as current or 
past funding levels or personal situations of the investigator.  
 
Scoring: Each scored application is assigned a single, global score (A-E) that reflects the overall impact that 
the project could have on the field based on consideration of the five review criteria (significance, approach, 
innovation, investigator, and environment). The emphasis on each criterion may vary from one application 
to another, depending on the nature of the application and its relative strengths. Abstaining members and 
those not present during the discussion do not assign a rating and are not counted in calculating the average 
of the individual ratings.  
 
Scientific Misconduct: It is vital that you not make allegations of potential misconduct at the study section 
meeting or in the critique. Such concerns must be brought to the attention of the RSG in a confidential 
manner, preferably before the study section meets. 
 
Discussion of Applications: The scientific discussion of the proposal will begin with a brief description of 
the overall goals of the application. Subsequent reviewers should avoid repeating detailed descriptions of 
strengths and weaknesses already provided. Identify major issues with which you disagree and raise any 
issues not brought up previously that you feel should influence the score of the application. It is important 
that you listen carefully to each presentation and be prepared to defend or change your point of view based 
on scientific arguments. Keep an open mind, but don't give in just to reach consensus. Do not be afraid to 
express your view, but avoid statements that might be considered offensive. You are strongly encouraged to 
participate in the discussion of applications not assigned to you. A vigorous discussion involving multiple 
panel members is ideal. Consensus is not a necessity and the Chair will decide when further discussion is 
not likely to resolve scientific differences of opinion. In such cases, it is important to establish the 
foundation of the disagreement. Each reviewer present for the discussion will vote on each application. 
Your score should be based on your level of enthusiasm. It is important, however, that you articulate any 
plan to give a score outside the range indicated by the assigned reviewers. Consider human subject issues, if 
any, before scoring. Budget recommendations are addressed after scoring followed by issues of compliance 
with regulations and policies regarding animals and biohazards. Please note that, in the event that your 
views are altered as a result of the discussion, you are encouraged to modify your written critique 
appropriately so that the summary statement reflects your final evaluation of the application.  
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Review procedures for SRC meetings 
 
The SRC makes recommendations concerning the scientific merit of applications. The specific criteria used 
to assess the merit of research project applications will vary with types of applications reviewed. 
 
The Chairperson of the SRC introduces each application designated for discussion and calls upon the 
individuals assigned by the SRC to present their evaluations. The assigned discussants are then called upon 
for their comments and group discussion follows. After sufficient discussion has ensued, the Chairperson 
calls for a priority rating to be assigned to the application. Ratings will be assigned by regularly appointed 
members of the SRC and by those serving as temporary members. Reviewers are encouraged not to abstain.  
 
In addition, if there are comments or serious concerns regarding the use of human subjects or animal 
welfare or biohazards, a motion may be initiated that the application should be coded to reflect these 
comments or concerns, and an appropriate note will be included in the summary statement. 
 
If additional information is needed before a review group can make a recommendation, a motion for 
deferral may be entertained. The review group may, by majority vote, defer an application for additional 
information or, if information necessary to evaluate the application can be obtained only by visual 
inspection of the facilities, for a project site visit. Any member may nominate an application for deferral.
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Institutional Review Board 
 
An Independent Hospital Ethical Committee, responsible for reviewing and approving all Clinical Research 
Projects undertaken in the Hospital or involving Hospital patients or patient data.  
 
The principal duty of the IRB is to safeguard the patient’s or test subjects’ interest. It primarily evaluates the 
ethical aspects of the planned study, and deliberates on a research proposal only after it’s scientific content 
has been validated by the Scientific Review Committee. The IRB bases its work on principles that have 
their origin in the Declaration of Helsinki (first written in 1964 & most recently revised in 1996) and that 
are consistent with Good Clinical Practice guidelines & applicable regulatory requirements.  
 
The IRB judges: 
• The investigator’s suitability and prospects for performing the study 
• Whether the risks that the patients are being subjected to have been minimized and are proportional to 

the expected advantages of the results of the study 
• Whether the patients are correctly selected and informed about the study 
 
IRB review is required for any research protocol involving: 

1. Patients and users of the SKMCH&RC. This includes all potential research participants recruited by 
virtue of the patient or user’s past or present treatment by, or use of SKMCH&RC. It includes 
SKMCH&RC patients treated under contracts with private sector institutions. 

2. Individuals identified as potential research participants because of their status as relatives or carers 
of patients and users of the SKMCH&RC, as defined above. 

3. Access to data, organs or other bodily material of past and present SKMCH&RC patients. 
4. Foetal material involving SKMCH&RC patients. 
5. The recently deceased in SKMCH&RC premises. 
6. The use of, or potential access to, SKMCH&RC premises or facilities. 
7. SKMCH&RC staff recruited as research participants by virtue of their professional role. 

 

Terms of Reference 
 
1. The IRB of SKMCH & RC will be comprised of at least 10 members and each member will be 

appointed for a minimum period of two years. 
 
2. The IRB will meet after every two months or earlier if needed. 
 
3. A Clinical Research Officer will function as the Secretary to the IRB and will assist the Principal 

Investigator & the sponsor in obtaining ethical approval from the IRB. 
 
4. The scientific content of all research projects presented to the IRB must have been validated by the 

Scientific Review Committee prior to submission to the IRB. 
 
5. All the necessary documents must be completed & submitted to the Secretary to the IRB by the 

concerned parties at least four weeks prior to the proposed date of the meeting.  
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6. An IRB processing fee must be submitted to the clinical research office before the meeting.  The fee is 

Rs.30,000 for pharmaceutical sponsored trials and Rs.3,000 for postgraduate student projects. 
Undergraduate students and investigator initiated trials and are not subjected to an IRB processing fee. 

 
7. The Secretary will make sure that final versions of the following documents are sent to all IRB members 

for review:  
• A copy of synopsis along with the attached Scientific Review Committee approval and the IRB 

approval request 
• Twelve copies of the clinical trial protocol (and any amendments) 
• Twelve copies of the consent form & subject information sheet both in English & Urdu 
• A copy of the Investigator Brochure and any other available safety information 
• Information about payments and compensation available to subjects 
• The Investigator’s current curriculum vitae. 
• Any other documents specifically requested by the IRB 

 
8. After reviewing the above documents, the IRB will issue a letter confirming that it has reviewed the 

concerned documents (adding the dates & version seen) and outlining its decision with regard to the 
proposal. The IRB may approve, reject, modify or defer any application, pending further information. 
The decision of the IRB will be conveyed to the Principal Investigator and the sponsor and a copy will 
be retained in the Investigator’s Study File & IRB folder. 

 
9. Only those IRB members who are independent of the investigator and the sponsor of the trial can vote / 

proffer an opinion on a trial-related matter. 
 
10. A quorum of six members, of whom at least three must be external members, is required at a meeting 

before its decision can be considered valid.  
 
11. Only those members who actually participate in the IRB review & discussion can cast a vote / provide 

an opinion or advice. 
 
12. In the case of pharmaceutical-industry sponsored research projects, IRB approval will be granted only if 

both Principal Investigator & Co-investigator are present at the meeting. 
 
13. In special circumstances, the IRB can invite non-members with particular expertise for assistance. 
 
14. No subject will be enrolled in any study / clinical trial before the IRB issues its written approval of the 

study protocol.  
 
15. No deviations from, or changes to, the protocol will be initiated without prior written IRB approval of 

any proposed amendments, except when necessary to eliminate hazards to the subjects or when the 
change involves only logistical or administrative aspects of the research projects (e.g. change of the 
investigator). 

 
16. The investigator will be required to report to the IRB any instance of: 

• Deviation from, or changes to, the protocol designed to eliminate immediate hazards to the trial 
subjects. 

• Changes increasing the risk to subjects and/or affecting significantly the conduct of the trial. 
• All adverse drug reactions that are either serious or unexpected. 
• New information that may affect adversely the safety of the subjects or the conduct of the trial. 
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17. The Secretary to the IRB will be responsible for maintaining all relevant records (e.g., written 

procedures, membership lists, submitted documents, minutes of meetings and correspondence) for a 
period of at least three years after the completion of the study and make them available upon request 
from any appropriate regulatory authority(ies). 

 
To obtain an application template, guidelines for IRB approval and for any further information regarding 
IRB approval, please contact: 
 
Clinical Research Administrator 
Shaukat Khanum Memorial Cancer Hospital & Research Center 
7 – A, Block R – 3, Muhammad Ali Johar Town, Lahore 
Tel: +92 (0)42 5180725-34 Ext. 2329 
Fax: +92 (0)42 5180752 
E-mail: crd@skm.org.pk
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AUTHORSHIP 

Acknowledging Contributions to Your Work 
 
Authorship is an explicit way of assigning responsibility and giving credit for intellectual work. The two are 
linked. Authorship practices should be judged by how honestly they reflect actual contributions to the final 
product. Authorship is important to the reputation, academic promotion, and grant support of the individuals 
involved as well as to the strength and reputation of their institution.  
 
Many institutions, including medical schools and peer-reviewed journals, have established standards for 
authorship. These standards are similar on basic issues but are changing over time, mainly to take into 
account the growing proportion of research that is done by teams whose members have highly specialized 
roles.  
 
In practice, various inducements have fostered authorship practices that fall short of these standards. Junior 
investigators may believe that including senior colleagues as authors will improve the credibility of their 
work and its chances of publication, whether or not those colleagues have made substantial intellectual 
contributions to the work. They may not want to offend their chiefs, who hold substantial power over their 
employment, research opportunities, and recommendations for jobs and promotion. Senior faculty might 
wish to be seen as productive researchers even though their other responsibilities prevent them from making 
direct contributions to their colleagues' work. They may have developed their views of authorship when 
senior investigators were listed as authors because of their logistic, financial, and administrative support 
alone.  
 
Disputes sometimes arise about who should be listed as authors of an intellectual product and the order in 
which they should be listed. When disagreements over authorship arise, they can take a substantial toll on 
the good will, effectiveness, and reputation of the individuals involved and their academic community. 
Many such disagreements result from misunderstanding and failed communication among colleagues and 
might have been prevented by a clear, early understanding of standards for authorship that are shared by the 
academic community as a whole.  
 
Discussions of authorship in academic medical centers usually concern published reports of original, 
scientific research. However, the same principles apply to all intellectual products: words or images; in 
paper or electronic media; whether published or prepared for local use; in scientific disciplines or the 
humanities; and whether intended for the dissemination of new discoveries and ideas, for published reviews 
of existing knowledge, or for educational programs.  
Although authorship practices differ from one setting to another, and individual situations often require 
judgment, variation in practices should be within these basic guidelines.  

Authorship Guidelines 
 
1. Everyone who is listed as an author should have made a substantial, direct, intellectual contribution to 

the work. For example (in the case of a research report) they should have contributed to the conception, 
design, analysis and/or interpretation of data. Honorary or guest authorship is not acceptable. 
Acquisition of funding and provision of technical services, patients, or materials, while they may be 
essential to the work, are not in themselves sufficient contributions to justify authorship. 
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2. Everyone who has made substantial intellectual contributions to the work should be an author. Everyone 

who has made other substantial contributions should be acknowledged.  
 
3. When research is done by teams whose members are highly specialized, individual's contributions and 

responsibility may be limited to specific aspects of the work.  
 
4. All authors should participate in writing the manuscript by reviewing drafts and approving the final 

version.  
 
5. One author should take primary responsibility for the work as a whole even if he or she does not have an 

in-depth understanding of every part of the work.  
 
6. This primary author should assure that all authors meet basic standards for authorship and should 

prepare a concise, written description of their contributions to the work, which has been approved by all 
authors. This record should remain with the sponsoring department.  

Order of Authorship 
 
Many different ways of determining order of authorship exist across disciplines, research groups, and 
countries. Examples of authorship policies include descending order of contribution, placing the person who 
took the lead in writing the manuscript or doing the research first and the most experienced contributor last, 
and alphabetical or random order. While the significance of a particular order may be understood in a given 
setting, order of authorship has no generally agreed upon meaning.  
 
As a result, it is not possible to interpret from order of authorship the respective contributions of individual 
authors. Promotion committees, granting agencies, readers, and others who seek to understand how 
individual authors have contributed to the work should not read into order of authorship their own meaning, 
which may not be shared by the authors themselves.  
The authors should decide the order of authorship together.  
 
Authors should specify in their manuscript a description of the contributions of each author and how they 
have assigned the order in which they are listed so that readers can interpret their roles correctly.  
 
The primary author should prepare a concise, written description of how order of authorship was decided.  

Implementation 
 
Research teams should discuss authorship issues frankly early in the course of their work together.  
 
Disputes over authorship are best settled at the local level by the authors themselves or the laboratory chief. 
If local efforts fail, the Medical Director can assist in resolving grievances. 
Laboratories, departments, educational programs, and other organizations sponsoring scholarly work should 
post, and also include in their procedure manuals, both this statement and a description of their own 
customary ways of deciding who should be an author and the order in which they are listed. They should 
include authorship policies in their orientation of new members.  
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These policies should be reviewed periodically because both scientific investigation and authorship 
practices are changing



 
 
SKMCH&RC CLINICAL RESEARCH FUND 
 
The aim of the fund is to provide mini-grants to encourage and support research activities at SKMCH&RC.  
 
Applying for Funds 
 
Eligibility: Any investigator based and conducting research at SKMCH & RC. The research project must 
have approval from the SRC and IRB. 
 
Eligible expenses: research equipment (machines), materials (chemicals, glassware), and services, travel 
grants for specialist training for research. No salary or stipends are allowed. 
 
Application Process: Investigators need to complete an application form.  The application form must be 
accompanied by approval documentation from the SRC and IRB, and no more than two pages and an 
itemized budget.  
 
Awards: Two categories of grants are available: 

 
1) Research grant  
2) Travel grant  
  

Type of grant No. per year Value Application Deadline 

Research 6 Rs 130, 000 
1st Friday of these 

months: Feb, April, 
June, Aug, Oct, Dec 

Travel 4 Rs 100, 000 
1st Friday of these 

months: Jan, Apr, July 
and Oct 

 
Review Process: The Research Support Group (RSG) has primary responsibility for reviewing applications 
and making recommendations to the Medical Director. Awards will be announced within two weeks of the 
application deadline. 
 
Award Disbursement: Funds remaining at the end of the project will revert back to the Research Fund to be 
used for subsequent mini-grant awards. Awards cannot be transferred to any other person or project. 
 
Expectations: At the start of the project after the award was disbursed, the investigator will submit a report 
(at least one paragraph long) describing how the funds were expended to help his or her research. 
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GUIDELINES FOR UNDERGRADUATE & POSTGRADUATE RESEARCH 

 
Requirements  

 
• The student must be registered at a recognized University in an undergraduate or postgraduate program 

at the time of submission of the research proposal. 
 
• An official college transcript and one letter of recommendation from your college supervisor addressed 

to: 
 

Clinical Research Administrator 
Shaukat Khanum Memorial Cancer Hospital & Research Center 
7 – A, Block R – 3, Muhammad Ali Johar Town, Lahore 
Tel: +92 (0)42 5180725-34 Ext. 2329 
Fax: +92 (0)42 5180752 
E-mail: crd@skm.org.pk

 
• Completion of an online submission form available on the SKMCH & RC website. The form requires a 

300 word abstract describing the research; including objectives, setting, study design, and anticipated 
duration of stay/work at SKM. 

 
• Protocols should be submitted at least 5 months before the research deadline. 
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Procedure  
 
• Once the clinical research office receives the abstract it will placed on an internal list of projects. The 

list is for consultants, and other SKM staff to view and select projects for supervision. If the project is 
selected the student will be informed within four weeks. If after four weeks the project has not been 
selected, it will be removed from the list, and the student will be informed that the project was not 
accepted. 

 
• The project supervisor will assist the student in drafting a synopsis satisfying the requirements of the 

Research Guidelines at SKMCH & RC, and in assigning role and responsibilities to each investigator 
involved in the study, and accordingly clarifying authorship clauses. 

 
• The project must initially be submitted to the Scientific Review Committee (SRC), where the technical 

and scientific content of the project will be reviewed (refer to Research Guidelines version 2).  
 
• If research involves humans (including surveys or interviews) or animals, the researcher must obtain 

official approval from the Hospital’s Institutional Review Board (IRB), please refer to Research 
Guidelines version 2 for further details.  Postgraduate students are required to pay an IRB processing 
fee of Rs.3,000. 

 
• The SRC and IRB process for each protocol is slightly different (dependent on ethical issues inherent to 

research methodology, subject population, research question, etc.) and may take a maximum of three 
months for final approval, provided no major changes are necessary. Clarification and revisions to 
original submissions are common, and are handled as quickly and efficiently as possible. Understanding 
the issues and receiving proper guidance and supervision in the crafting of both the research study and 
the ethical protocol can minimize turn-around time. 

 
• Proposals will be reviewed on an ongoing basis. It is expected that decisions will be made within three 

months, following receipt of the proposal.  
 
• Written approval from the SRC and IRB will be sent to the Medical Director, the student may 

commence the project once he/she has received an official approval letter from the Medical Directors 
Office. 
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Application Form
 
In addition to the information below you must send an official college transcript and one letter of 
recommendation from your college supervisor addressed to: 

 
Clinical Research Administrator 
Shaukat Khanum Memorial Cancer Hospital & Research Center 
7 – A, Block R – 3, Muhammad Ali Johar Town, Lahore 
Tel: +92 (0)42 5180725-34 Ext. 2329 
Fax: +92 (0)42 5180752 
E-mail: crd@skm.org.pk

 
Personal Information 
 
Last Name 
First Name 
Date of Birth 
University/College 
Degree Title 
Year of Graduation 
Institutional Supervisor, Designation 
 
Contact Information 
 
Email 
Telephone Number 
Address 
 
Abstract (300 words maximum)  
 
The following subheadings have been provided, you may use these or alternatively submit an abstract which 
includes this information. 
 
Title 
Introduction 
Objectives 
Setting 
Subjects 
Study Design / Analysis 
Expected duration of stay/work at SKMCH&RC 
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