Extracted from “FHS IRB SOPs Version 2: October 2011”

SOP No. 8: SUBMITING AN APPLICATION FOR ETHICS CLEARANCE

8.1 General Considerations for Application Submission

i. Researchers must complete all forms by themselves, as by signing these forms, they take responsibility for all the information. 

ii. When submitting documents, the Principal Investigator is the sole responsible contact person. 

iii. No correspondence will be conducted with Pharmaceutical companies. 

iv. Communications will only be received from and directed to the Principal Investigator. 

v. The protocol and supporting documentation must be submitted by the researcher in person. 

vi. All applications must be submitted on the FHS IRB application form (Form No. 3)

When requested, it is the responsibility of the investigator to attend the meeting of the IRB at which his/her protocol is to be considered. If this is not possible, the PI should nominate a sub-investigator to attend. 
8.2 Completing the Application Form for Ethics Approval
The Application Form must be TYPED in capital and lower case. Handwritten forms are not acceptable. All forms to be handed in, must be completed in full and relevant signatures must be provided. Should this not be done, the evaluation process will not commence. 

8.3 Copies for submission: For each submission 4 sets of the protocol and relevant documents must be submitted, unless otherwise indicated on the IRB application checklist (Form No. 4). An electronic version must also be submitted.

8.4 Other documents to be submitted

All appendices must be stapled to the FHS IRB Application for Review Form and properly collated in each of the copies to be submitted.

The Checklist (Form 4) of the FHS IRB Application for ethical clearance clearly indicates the documents that need to be submitted. However, it is not only limited to these.

For all research:

i. Personalised Covering letter from the Investigator

ii. Completed Application Form for review of research protocol (4)

iii. Copies of the research protocol (4)

iv. Short summary of protocol (4)

v. Participant information and informed consent document(s) (4)

vi. Declaration of Storage of Research Data for at least 10 years 

vii. Updated Curriculum Vitae of Principal and Sub-investigator(s)
viii. Receipt confirming payment of review fees
Where applicable:

i. LANACOME  Approval

ii. Letter of Clearance from a Biostatistician (Form No. 5)

iii. Principal Investigator(s) Declaration for the storage of research data and/or documents

iv. Written approval or permission from regional public health authorities to conduct the study at a regional institution(s)

v. Written approval or permission on official letterhead from relevant institutes, managers, principals and/or directors to conduct the study

vi. Guardian consent form (for participants under the age of 21) (may be incorporated with assent form) (samples are available on request!)

vii. Minor assent form (for participants between the ages 7 to 20) (samples are available on request!)

viii. Data capturing sheet(s)

ix. Questionnaires/interview schedules

x. Insurance Certificate for research participants (for clinical trials)

xi. Material Transfer Agreement (samples are available on request!)

xii. Data Sharing Agreement (samples are available on request!)

xiii. Any other relevant document(s)

8.5 Format for Research Proposal

Research protocols to be submitted to the FHS IRB for ethics clearance should address the following (when appropriate): 

i. Summary of the research 

ii. Literature study

iii. Hypothesis (if appropriate) 

iv. Objectives (primary / secondary) 

v. Methodology

a. Sample size and population; randomisation

b. Exclusion criteria / inclusion criteria

c. Procedures

d. Quality assurance Ethical aspects e.g. anonomysing of data and participants 

e. Statistical analysis to be done (if appropriate) (As declared by the Statistician – Form No. 5) 

vi. References

8.6 Format for Participant Information and Consent Document 

The following elements must be addressed (when appropriate) (samples are available on request!):

i. Layman Language (Class 6) (The first person address format must not be used. The person must be invited to take part.)

ii. State study involves research and be invited to partake

iii. Purpose of research

iv. Treatment groups / Randomisation group

v. All procedures to be described

vi. Benefits: Risk ratio

vii. Alternative procedures / treatments

viii. Voluntary and may refuse or withdraw

ix. Confidentiality guaranteed

x. Compensation for research related incidents

xi. Anticipated expenses

xii. Whom to contact for emergencies - PI and telephone numbers

xiii. Provision for Witness to sign 

8.7 Other Considerations

i. If children (younger than 21 years) are research participants, the parents or guardians must give written consent as per approved document. 

ii. Children older than 7 years must additionally give written Assent as per approved document. 

iii. Pages of the Participant Information and Consent Document must be numbered accordingly, ie, Page 1 of XXX, Page 2 of XXX, etc, to indicate that it is one document. 

iv. Questionnaires (when appropriate) must be attached to the Patient Information and Consent Document and pages must also be numbered.

v. In international collaborative research, the Principal Investigator must be Cameroon based

vi. A LANACOME/ Ministry of Public Health permission/authorization may be requested when: 

a. A trial is to be undertaken with drugs unregistered in Cameroon. 

b. A trial is to be undertaken with registered drugs, but used for a new indication. 

c. If both the drug and the indication are registered, the LANACOME/ Ministry of Public Health must still be informed of the trial and the trial must be approved. 

d. Trial on other products, eg, natural extracts/complimentary medication etc. for which a specific medicinal claim is sought.

vii. All clinical trials must be registered with the Ministry of Public Health and US Clinical Trial Registry (www.clinicaltrials.gov).

viii. In advance consent for potential Retrospective Studies/Audits, the IRB may consider waiving the need for individual Participant Informed Consent when consent was collected in advance. Note, however, that a protocol for the particular retrospective study that will be using that data for which consent was given in advance, must still be submitted to the IRB. In deciding then about that protocol, such in advance consent may be considered as justification for waiving the need for individual patient consent.
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