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Introduction

• This presentation is designed as a tool to assist researchers in study 
design, planning, and implementation. 

• Please check with your institutional compliance office for institution-
specific guidelines, processes, budget/sponsored programs tools, and 
requirements, as well as import/export rules.

This presentation was created by the Harvard Catalyst Regulatory 
Committee's International Subcommittee, which brings together expertise 
from Harvard Catalyst’s participating institutions. The subcommittee 
develops tools, training materials, and education to help IRBs and 
investigators build global health community connections, meet regulatory 
requirements, navigate regulatory processes, ensure research compliance, 
protect research participants, and promote best practices. 
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1. Preparing your Budget: 
Unique Considerations in International Research 

 Know what are allowable and unallowable costs under your grant or contract. 

 Keep in mind that indirect costs can be direct costs for international research – you 
might be able to consider rent, IT support (infrastructure costs) as direct costs. For more 
information, contact your grants administration/sponsored programs office. 

 Obtain input from the site: PI, project coordinator, grants office, etc. They can provide 
important information about culturally appropriate payment methods and amounts, types of 
stipends, etc.

 Budget for audits – know the audit requirements for your institution and your subcontractor. 
If your subcontract is to a low or middle income country, you will have to budget for audits in 
your direct costs.

 Vet subcontractors –Your institution may need to financially vet subcontractors (finances, 
oversight, board, etc.) to ensure that they are able to comply with A133 Audit* 
Requirements.

 Don’t forget currency fluctuations – consult with your local PI and grants office as to which 
exchange rate should be used. Too high= cost savings. Too low = deficit. 

Note: Preparing a budget is not likely to be your first task, however these issues are important to 
consider from the very beginning of your project. 
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Budgeting for international research may be complex and costly – determining a budget 

in advance will help prevent issues going forward.



1. Budgeting: Items to Budget for in International Research

 Travel - to/from country and in-country by PI, research staff, and participants (e.g. air & 

ground transportation, staff travel to/from research sites, participant stipends, etc.) 

 Insurance – malpractice, medical, and repatriation. Check with your subcontractor 

regarding local malpractice laws and review with your institution’s risk management &

general counsel’s office. Understand your institution’s insurance policies for medical 

care abroad, as well as emergency evacuations for medical or political reasons.  

 Salaries – for US staff who will repatriate and locally hired/on-site staff, consider: 

fringe, health insurance, housing stipends, yearly inflation/cost of living increases, etc.

 Storage fees – specimens/lab storage, consent forms, data collection materials, etc.

 Translation and back translation – if the primary local language is not English, you 

will need to pay for material translation and often back-translation (check with your IRB 

on their policies).  

 Shipping/Customs fees – equipment, specimen, and research materials. Check with 

US and in-country authorities to understand the import/export requirements, including 

licensing for certain goods/equipment.

 Cultural – you may be asked to cover non-traditional costs in your budget (family 

funeral, weddings, etc.)
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1. Budgeting: Post-award/Sub-recipient Monitoring

 Moving funds – know what forms/processes you’ll need to submit to your home 

institution in order to move funds to your subcontractor. Many institutions will request an 

A-133 audit and confirm checks and balances as a basic start. It’s best to know what’s 

coming rather than being caught off guard. 

 Financial reporting – be VERY clear about what your institution expects in terms of 

financial reports, invoices, supporting documentation, etc. Does your subcontractor 

follow Generally Accepted Accounting Principles (GAAP)?   

 Re-budgeting authority – make sure your collaborators know what their re-budgeting 

authority is and if there is none, the steps they need to take in order to request prior 

approval to make budget changes.

 Regularly meet with a member of the grants office at the subcontracted institution to 

build relationships, trust, and to make sure things are running smoothly. Site staff may 

not be forthcoming with questions and concerns (cultural practices, internal office 

procedures/pressures, etc.). 

 Carry forwards, unexpected balances without carry forward, and budget revisions 

- work closely with the subcontracted grants office to assure they are aware and are 

able to meet the expectations and requirements of your institution and sponsor.  
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2. Site Selection

 Determine site affiliation – most often, you will need to partner with a local 
organization to conduct your research. These organizations can include an NGO, 
government entity, foundation, local university, hospital, etc. Network with your 
research community to identify experienced research sites. Resources also include: 
NCURA, Global Health Trials, Health Research Web Map, Harvard/affiliated maps (e.g. 
HSPH, HU, MGH). 

 Assess site infrastructure – access to electricity or a generator (gas/petrol for the 
generator), water (bathing, drinking), sanitation, standard supplies (clinical, research, 
office, daily needs), availability of support to troubleshoot technical and other research-
project related problems. 

 Assess travel, safety, and security issues – including location of the research site to 
the closest city and services, closest international airport, safe and reliable ground 
transportation; check CDC guidelines for health-related concerns and US state Dept. 
for travel-related advisories/warnings/restrictions. 

 Know the environment – politically, geographically, and economically.

 Determine if a FederalWide Assurance (FWA) is required -
http://ohrp.cit.nih.gov/search/
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Selecting an appropriate site with capabilities that match your research needs has the 

potential to contribute to the success of your study. 

http://collaborate.ncura.edu/NCURA/Home/
http://globalhealthtrials.tghn.org/
https://www.healthresearchweb.org/
http://www.hsph.harvard.edu/world-map/
http://worldwide.harvard.edu/
http://massgeneralcenterforglobalhealth.org/programs/mass-general-programs/
http://ohrp.cit.nih.gov/search/


3. Co-Investigator/Site PI Selection

 Clinical and research experience – whenever possible, select investigators with 

experience in the topic or type of research you are conducting (e.g. biomedical, 

educational, social behavioral). General knowledge of research design and local 

regulatory requirements are important, as well as training in research ethics. 

 Technical capacity and skills - for basic communication (e.g. email, SSM, Skype, 

GoToMeeting) as well as documentation and reporting (e.g. Microsoft Word, Excel). 

 Credentials, privileges, institutional affiliation –connections, relationships, and clout 

are necessary to conduct research, bring together stakeholders at the institution and in 

the community, and get the research off the ground. 

 Community partnerships and organization – locals PIs will generally have 

awareness of infrastructure issues, cultural factors, and community attitudes towards 

research (medicine, education, westerners conducting research, etc.) to garner support 

and interest in the community. 
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Your collaborators can provide crucial knowledge of local culture and customs; defer to 

the expertise of your in-country colleagues. 



4. Protocol Development

 Develop processes with the local PI and research staff. 

 Recruitment and consent – Appropriate methods are often very different in 

international settings. Be sure that recruitment and consent procedures are in line with 

local standards, cultural and ethical expectations. 

 Study procedures and activities – likewise, study procedures must be appropriate to 

the setting. 

 If research activities are significantly different than US standards, discuss with your 

IRB before submission. 

 Vulnerable or unique populations – ensure appropriate and culturally sensitive 

safeguards.

 Collection and storage of personal data and biological specimens may have 

unique standards and requirements, and may require separate forms or approval 

processes. 
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Develop your research protocol with site collaborators to ensure study plans are 

appropriate for the ethical and cultural traditions on site. 



4. Protocol Development – Research-related Risks

 Research that is more than minimal risk: Participants must be made aware of 

any medical treatments or compensation available for research-related injuries –

including who will pay for the treatment. There is no US federal requirement for 

treating or compensating participants for research-related injuries.

 Projects, grants, and contracts that involve potential medical risks: include how 

those risks will be minimized or managed (clinically and operationally) and who 

pays for any incurred expenses. 

 If the project is industry-sponsored, contracts/clinical trial agreements should 

address payments for research-related injuries, both short and long-term. 

 Be aware of medical and insurance standards in the countries where you are 

conducting research.

 This is issue is country-specific; your general counsel and IRB (local and 

international site) are your best sources of guidance. 
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Understanding, anticipating, and preparing for potential research-related risks can help 

ensure appropriate care and processes during research implementation.



4. Protocol Development – ICF and Research Risks

Consent materials:

 Outline real and potential risks.

 Include an ‘In case of injury’ statement that specifies what will occur in the

case of an adverse medical event or an unanticipated problem; these

statements should be reviewed and approved by the IRB and by institutional

general counsel. Statements should indicate whether treatment and/or

compensation is available for research-related injuries. Please check with

your IRB for information about suggested or required consent language.

 Do not promise more care/treatment than can be delivered.
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Information in the consent materials for your study help to prepare potential participants for 

research-related risks. 



5. Regulatory Issues

Ascertain local laws and customs, consider:

 Research ethics: assess the norms/expectations, communicate those to your IRB

 Import/export issues

 HIPAA (if identifiable data/specimens will be sent to the US)

 Data security 

 Procurement laws and policies

 Credentialing 

 IP rights/copyright concerns  

 FDA regulations
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Local colleagues can inform you of potential site-specific regulations, provide input on the 

local ethical review process, and offer guidance on establishing community advisory boards 

(CABs), if required.



5. Countries may have Different Rules for the Review of Research

Many countries implement different regulations than those issued by DHHS -

 Resources to identify different regulatory requirements include:

• NIAID: ClinRegs http://clinregs.niaid.nih.gov/

• OHRP: International Compilation of Human Research Standards 

http://www.hhs.gov/ohrp/international/intlcompilation/2015internationalcompilation.doc.doc

• FDA: http://www.fda.gov/internationalprograms/default.htm

• Listings of local/regional international regulatory agencies 

http://internationalregulatory.blogspot.com/ and 

http://globepharm.org/links/resource_agencies.html

• Guidance via global maps: Health Research Map or the HSPH Research Map

 In addition to regulations, identify applicable ethical guidance:

• Declaration of Helsinki

• Council for International Organizations of Medical Sciences, CIOMS

14January 2016

Countries have their own regulations – familiarize yourself with rules and regulations to 

prevent delaying your research

http://clinregs.niaid.nih.gov/
http://www.hhs.gov/ohrp/international/intlcompilation/2015internationalcompilation.doc.doc
http://www.fda.gov/internationalprograms/default.htm
http://internationalregulatory.blogspot.com/
http://globepharm.org/links/resource_agencies.html
https://healthresearchweb.org/en/home
http://www.hsph.harvard.edu/region-map/
http://www.wma.net/en/30publications/10policies/b3/
http://www.cioms.ch/publications/layout_guide2002.pdf


5. Countries may have Numerous Regulatory Agencies or Committees 

 Plan far ahead!

 Ascertain the number of reviews required in-country and the 
appropriate sequence of reviews - e.g. country-level 
review/registration, site review – department review, faculty 
committee review, IRB/REC review, etc.

 Ascertain the review schedule of the local IRB, and be aware of the 
submission requirements - e.g. payments, paper copies, 
accompanying documentation, in-person attendance, deadlines for 
materials, etc. 

 Site approval (village, town, province, chief, council) may be 
different from and required in addition to an institution- and country-
level approval.

 Consider host countries’ expectations/rules/requirements to ensure 
a strong working relationship between US-based and local research 
staff
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Countries may have numerous levels of required reviews – be aware of the requirements 

and the timelines.



5. Working with a Local IRB or Ethics Review Committee

 Establish a working relationship with local ethical review committee.

 Determine requirements of US and local IRBs – Continuing reviews, 
amendments, protocol deviations/non-compliance, and unanticipated problem 
reporting may not be required (at all, or on the same timeline required in the 
US) by local/international IRBs, however PIs will often be required by the US 
IRB to obtain local IRB review/approval of these activities and sometimes in 
advance of submissions to the US IRB. Discuss this issue with both IRBs in 
advance. 

 Talk with the ethics committee regarding human subject protection training 
– is this training offered and required locally? Who on the local research team 
needs this training? Communicate this to your US IRB and understand your US 
IRB training requirements. Note: If your US institution uses an online training 
system that they require local PIs and research staff to complete, be sure that 
your local research staff will be able to access the training via the Internet, and 
that the training is in a language that is understood by these staff.  

 Local ethics committees often appreciate additional resources and training 
opportunities – consider offering remote or in-person training as well as 
connections to conference organizations that may offer scholarships or 
subsidies. 
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Local IRBs and ethics committees are critical resources – build and nurture these 

relationships. 
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1. Pre-Implementation Study Visit

Ensure the PI: 
 Understands and is familiar with the protocol
 Understands and accepts obligations to obtain informed consent in accordance with applicable 

regulatory requirements
 Understands and accepts obligation to obtain IRB/REC approval prior to initiating any research-

related activities
 Has access to an adequate number of suitable potential subjects
 Has appropriate skills and resources to train and manage the research staff

For the PI, study staff and protocol implementation

 Ensure that all research staff understand the study protocol and are well trained to conduct the 

research 

 Walk through the trial from the perspective of the participant, and see how the study will run on the 
ground.

 Check (and calibrate, if necessary) any equipment that will be used in the study

 Determine if the space is appropriate for study visits (and make alternate arrangements if needed). 
 Ensure all research staff have access to adequate facilities and sufficient time to conduct the study

January 2016

The pre-study initiation visit is an excellent opportunity to kick off your study by ensuring 

that all research personnel are on the same page and your study may begin. 



2. On-site Training

Staff will need to be trained on the following topics: 

 Study SOPs

 Good Clinical Practice

 CITI/Human Subjects’ Protections (if not completed already)

Give study personnel the opportunity to ask questions and walk through the 

research activities (especially those in which they will be involved). 

19January 2016

Investigators and study personnel will need to be trained to conduct the research study. 



4. Changes to Study Activities (Amendments)

 It is common to have changes to the study when implementation begins, and 
sometimes throughout the course of the study.

 Submit any study changes (e.g. recruitment plan, consent process, 
inclusion/exclusion criteria, sample size, study personnel, data collection 
materials, etc.) to all reviewing IRBs. 

 Be sure to receive approval of the changes from all reviewing IRBs prior to 
implementation.

 Items to include with your submission (may depend upon institutional policy):
 Overview of changes included in the amendment

 Justification or rationale for the change

 Tracked changes and clean versions of study documents, as well as translations of 
materials, if appropriate. 
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Familiarize yourself with both the local ethics review board and your US Based IRB’s rules 

about study changes and develop a plan for amendments prior to study initiation.



5. Unanticipated Problems 

 The research team must understand what is considered an unanticipated 

problem and what requires reporting to the IRBs/ethics committee. 

 OHRP guidance defines unanticipated problems (including adverse events) as 

problems or events that are:  

• unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that 

are described in the protocol-related documents, such as the IRB-approved research protocol 

and informed consent document; and (b) the characteristics of the subject population being 

studied;

• related or possibly related to participation in the research (possibly related means there is a 

reasonable possibility that the incident, experience, or outcome may have been caused by the 

procedures involved in the research); and

• suggests that the research places subjects or others at a greater risk of harm (including 

physical, psychological, economic, or social harm) than was previously known or recognized.
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Familiarize yourself with both the local ethics review board and your US-based IRB’s rules 

for reporting unanticipated problems and adverse events. 



C. MONITORING
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1. Periodic Visit

Ensure:

 The protocol is being followed (and any violations are 

reported)

 Changes to the protocol have been approved by the 

IRB/REC

 Accurate, complete, and current records are maintained

 Accurate, complete, and timely reporting is made to the 

sponsor and IRB/REC

 The site investigator has properly delegated study-related 

responsibilities

January 2016

The periodic visit is an opportunity to check in and ensure that the study is being conducted 

appropriately. 



24

2. Review of Participant Files

Make sure that: 

 Study record is compete, accurate, and legible

 There are no omissions in the reports of specific data 

elements

 Missed visits or examinations are noted in the subject 

records

 Reasons for subject withdrawal are noted

 Informed consent has been documented in accordance with 

regulatory requirements 

January 2016

During the review of participant files, the auditor has the opportunity to review all or a 

selected number of files to ensure compliance. 
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3. Monitoring Reports

 Contents:

 Purpose of the monitoring

 Observations/findings

 Corrective Actions/Best Practice Recommendations

 Regulatory or other citations

 Conclusions

 Distribute to the appropriate parties in a timely fashion

 Follow-up, if any
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Monitoring reports are an important aspect of any monitoring plan. The contents of the 

report should be determined prior to study initiation.



4. Monitoring from Afar

1. Interactive video and audio chat
• Skype

• Facetime

• Google chat

2. Secure file sharing options

3. Education training/webinar platforms
• WebEx 

• Go To Meeting

Be sure to check with your IT office for the technology approved and supported by your institution,

and the appropriate technology for use in the country in which you are working.
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For any international research study, monitoring on-site may not be feasible but there are 

options for monitoring remotely.  

File Sharing 
Application

Maximum 
file Size

Registration
Required

Premium 
Account

Password 
Protected

Website

Wikisend 100MB No No Yes http://wikisend.com

SendThisFile Unlimited Yes Yes Yes http://sendthisfile.com

Dropbox Unlimited Yes Yes Yes http://www.dropbox.com

Box Unlimited Yes Yes Yes http://www.box.com

http://wikisend.com
http://sendthisfile.com
http://www.dropbox.com
http://www.box.com
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