Specification 

for the tender for the provision of supportive services in conducting observational cohort studies within Egypt
1. Information about the organization making the purchase

International Charitable Foundation “Alliance for Public Health” (hereafter – the Alliance) is a leading organization of professionals who in cooperation with key public organizations, Ministry of Health and other government bodies support efforts to curb HIV/AIDS in Ukraine by overseeing prevention programmes and providing quality technical support and financial resources to the linking organizations. All of these efforts are directed at establishing in Ukraine universal access to comprehensive HIV/AIDS, Tuberculosis and HCV services and providing effective response to the epidemic at community level by building on achieved results and best practices. As an independent legal entity registered in Ukraine since 2003 and upon achieving administrative autonomy in January 2009 the Alliance shares the values and remains a member of the global Alliance for Public Health partnership – an international charitable organization which unites 30 organizations world over with a Secretariat in Hove (UK).

The Alliance mission is to reduce spread of HIV and AIDS mortality and mitigate the adverse effects of the epidemic by supporting community action aimed at fighting HIV/AIDS in Ukraine as well as by sharing effective approaches to HIV prevention and treatment in Eastern Europe and Central Asia.

2. Background 
In 2020, an estimated 61 million people used non-medical opioids, of which approximately 40.5 million are affected by opioid dependence. Among those, approximately 38% inject opioids, which is associated with an increased risk of acquiring HIV, Hepatitis C virus (HCV), or Hepatitis B virus (HBV). Globally in 2019, approximately 583,000 deaths were attributable to drug use, with opioids accountable for more than 76% of these deaths. 

The study involves three components to be implemented in Egypt within the project and the study titles are:

· Assessing the acceptability, feasibility, effectiveness and cost-effectiveness of long-acting depot buprenorphine for the treatment of opioid dependence in low- and middle-income countries: a multicentre international study.

· Community-based Hepatitis C testing and treatment among people who use drugs in Egypt, Kyrgyzstan and Nigeria.
· Implementing a low dead space injecting equipment distribution program for people who inject drugs in low and middle-income countries: a process and outcome evaluation.
2.1.        LADB component

Despite proven effectiveness of opioid agonist maintenance treatment (OAMT), its coverage remains low globally and particularly in low- and middle-income countries (LMICs), in part due to challenges related to limited OAMT medication and dosing options. Long-acting depot buprenorphine (LADB) formulation of OAMT, with a unique feature of either weekly or monthly administration, could address some of these implementation challenges and provide a more discreet, convenient, and less stigmatizing form of treatment, and offers the potential to improve client retention in care and their economic stability. Studies have demonstrated effectiveness and acceptability of LADB among those with opioid dependence in high income settings. However, there are no known studies conducted in LMICs.  
Aims and objectives:

The aim of the study is to determine the feasibility, effectiveness, values and preferences, health systems/service impact, and cost effectiveness of introducing LADB in a range of low- and middle-income countries. 

The objectives are:

-
To assess and describe barriers and facilitators for introducing LADB treatment within routine OAMT services, including considerations of requirements for scale-up;

-
To measure patient outcomes over 48 weeks of follow-up among a cohort of opioid dependent individuals who initiate LADB across a range of low- and middle-income country settings;

-
To assess the values and preferences for LADB among people who use drugs in low- and middle-income countries;

-
Estimate the public health impact and cost-effectiveness of the LADB and HCV testing and treatment interventions undertaken for PWUD attending selected harm reduction interventions.

2.2. Models of Care component

HCV remains a global public health priority, with an estimated 58 million people worldwide infected, many of whom are unaware of their infection. Chronic HCV infection can lead to severe liver disease, cirrhosis, and hepatocellular carcinoma, making it one of the leading infectious disease-related causes of mortality. The World Health Organization (WHO) has recognized the urgency of addressing HCV as a priority, setting forth the ambitious goal to eliminate viral hepatitis as a public health threat by 2030. Among the populations disproportionately affected by HCV, PWUD bears the highest burden of the disease and due to multiple individual and structural barriers suffers from suboptimal access to accessing life-saving treatments. While concerns have been raised about treatment uptake and adherence in this population, emerging evidence suggests that recently injecting PWUD may achieve have sufficient level of adherence and high rates of sustained viral response (SVR). Nonetheless, access to HCV diagnostics and treatment remains a challenge for PWUD in many countries, especially those with limited resources.

Aims and objectives:

The aim of the study is to assess the feasibility and effectiveness of integrating HCV testing and treatment within community-based harm reduction programs for PWUD in low-resource countries and identify key factors and implementation options that are associated with improved outcomes.

The objectives are:

-
To Identify feasible implementation options for the key elements of the Community-based Simplified HCV Testing and Treatment Algorithm and define the optimal model.

-
Evaluate the effectiveness of the Community-based Simplified HCV Testing and Treatment

-
Identify factors associated with HCV testing and treatment outcomes.

-
Monitor adverse events and assess their relation to treatment discontinuation.

-
Assess rates of re-infection and associated factors

-
Evaluate the barriers and facilitators for the implementation of the community-based HCV testing and treatment.

-
Assess cost-effectiveness of the community-based HCV testing and treatment models

2.3. LDSS/N component

Hepatitis C virus (HCV) is the cause of significant morbidity and mortality worldwide, disproportionately affecting people who inject drugs. Reducing risk of HCV transmission via injecting drug use practices is imperative to the global response to HCV. Provision of sterile injecting equipment, primarily needles and syringes (N/S), is a harm reduction measure of critical importance to preventing infections among people who inject drugs. Evidence suggests that lower dead space syringes and needles (LDSS/N) could reduce the transmission of blood-borne viruses (BBVs), in particular HCV, if used when the sharing of injecting equipment occurs. Despite global guidance recommending LDSS/N distribution since 2012, high dead-space syringes/needles (HDSS/N) remain the predominant syringe type distributed in low- and middle-income countries (LMICs), and there has been little research into how to introduce LDSS/N to encourage their uptake and sustained use. To support effective harm reduction measures in LMICs, as well as increase their impact, research generating such evidence is needed for garnering political commitment and sustained investment from the Global Fund and other donors.

Aims and objectives:

This study aims to generate evidence on best practice approaches for implementing LDSS/N distribution programs that enhance acceptability and sustain high levels of LDSS/N uptake. The specific objectives are to:

- 
Explore community values and preferences for LDSS/N.
- 
Identify barriers and facilitators to access and uptake of LDSS/N among people who inject drug.
- 
Design and implement an LDSS/N distribution program informed by community values and preferences.
- 
Evaluate the effectiveness of this LDSS/N distribution program on increasing LDSS uptake (primary outcome) among people who inject drugs.
- 
Estimate the effectiveness of this LDSS/N distribution program for reducing blood-borne virus transmission (secondary outcome) among people who inject drugs.
- 
Model the potential public health impact (HIV and HCV infections averted) and cost-effectiveness of LDSS/N distribution for people who inject drugs within harm reduction settings.
Target group
· LADB – PWUD 

· MoC – PWUD
· LDSS - PWUD
Study design
· LADB

This is a multicenter, mixed-methods prospective cohort study among people with opioid dependence, with a subset of clients who initiate LADB and a subgroup of clients who choose not to initiate LADB including an observational cohort study and qualitative methods.
· MoC

This is mixed methods study, including an observational cohort study and qualitative methods.
· LDSS

This is a multicenter, mixed-methods prospective and observational cohort study among people who inject drugs, with the purpose of assessing the values and preferences of the communities using low dead-space syringe/needle options. It will be inclusive of an observational cohort study and qualitative methods.
Geography of the study
· LADB: 3 OAT sites in Cairo

· MoC: 1 community-based organization in Cairo

· LDSS: 3 community-based organizations in Cairo, Alexandria and Minya.
Study sample 

· LADB: 100 PWUD starting LADB per year
· MoC: 1450 PWUD tested for HCV per year among them 150 PWUD with confirmed HCV diagnosis starting community-based HCV treatment.
· LDSS: around 650 PWUD within existing needle-and-syringe programmes
Timeline of study

The study is planned to be carried out in 2024-2026
Main components of activity:

Study services

1. Adaptation of the 3 master protocols (Long-Acting Depot Buprenorphine (LADB), Low Dead-Space Syringes and Needles (LDSS/N), HCV Test and Treat: Models of Care (MoC)(optionally) to Egyptian context, ready for submission to Ministry of Health (MoH) Ethical Committee.

2. The LDSS protocol may not be included in the final list of services approved for order under this tender. Therefore, we ask bidders to provide description and budget for all services related to this protocol in a separate article.

3. Preparation and submission of all required documents (including protocol and appendices) to MoH IRB for local ethical approval of the 3 research protocols (LADB, LDSS/N, MoC). 

4. Revision of the submitted packages (LADB, LDSS/N, MoC) upon feedback from MoH Ethical Committee and resubmission of amended products to MoH Ethical Committee.

5. Close collaboration with local Principal Investigator on LADB, LDSS/N and MoC component writing needs.

6. Close collaboration with WHO Egypt where needed.

7. Close collaboration with Egypt study manager (responsible for all three studies) and study coordinator (responsible for LDSS/N study implementation).

8. Close collaboration with the co-Principal Investigators from APH and FA on LADB, LDSS/N and MoC studies.

9. Assisting study coordinator/manager and implementing teams with collection and organization of qualitative data from all three components (LADB, LDSS/N, MoC) of study sites participating in the research, including all necessary agreements with these sites according to local legislation. 

10. Assisting site managers and coordinators to ensure there are data quality control checks in place and that consolidated data, per study, is transferred to the Frontline AIDS data management team.

11. Partner should be ready to focus on Community led responses and the need to be guided and advised by the Community Advisory Board members in Country and the Global CAB. 
12. Partners is strongly desirable to have experience of working with our target group (PWUD)
Supply chain services

Within the framework of the project, it is planned to use the following goods, which should enter the country under the import regime:
	#
	Description 
	Trademark, manufacturer
	2024
	2025

	1
	Long-acting depot buprenorphine
	Buvidal, manufacturer Camurus 
	2119 doses
	2119 doses

	2
	HCV diagnostic tests (cartridges)
	Xpert HCV Viral Load, manufacturer Cepheid
	85 packs (10 test)
	84 packs (10 test)

	3
	PCR system
	GENEXPERT IV R2, 4 MODULE, LAPTOP, 10C, manufacturer Cepheid
	1 system
	

	4
	Low dead-space syringes equipped with needles (LDSS) & Low dead-space needles (LDSN)
	various trademarks, TBD
	203100 pcs
	100000 pcs


Estimated delivery schedule

Within the framework of the project, the following delivery schedule is planned, however, it may change depending on a number of factors, such as, for example, the approval of the research protocol.
	Year 
	LADB
	PCR system
	HCV cartridges
	LDSS/N

Focus groups
	LDSS/N

Main supply

	2024
	Q3
	Q3-Q4
	Q3-Q4
	Q2
	Q4

	2025
	Q3
	-
	Q3
	-
	Q3-Q4


Estimates scope of supply chain services:
1) Obtaining import permits from various government agencies, according the requirements of national laws

2) Provision of services for import customs clearance of goods. Customs clearance should take place without payment of taxes, if possible. if the goods provided for conducting the research can be exempted from paying taxes according to the national laws.
3) If necessary, the provision of customs license warehouse services. 
4) Acceptance of shipments of medicines or other medical products to the warehouse. Conducting incoming control of drugs (receipt, inventory) and verification of the following documents:

· invoices, which, in particular, must include the name, dosage, batch number, quantity, name of the manufacturer, details of the supplier, price, expiration date, registration data;

· quality certificates of manufacturers;

· conclusions on quality issued by subordinate or accredited laboratories in cases stipulated by the requirements of the current legislation;

· data on the registration status of products;

· compliance with the conditions of the cold chain, if necessary (must be confirmed using data loggers, thermometers etc.).
5) Permanent storage of goods in a properly equipped and licensed warehouse, which in all parameters meets the requirements of the current legislation on the storage of medicinal products and meet GDP standards.
6) Delivery of goods by road transport to the final consignees throughout the territory of Egypt according to the allocations provided. Transport units must be properly equipped and licensed for the transportation of medicinal products, including controlled substances according to the relevant requirements (refrigerators, etc.). The estimated delivery schedule must be agreed with the Alliance. The organization of delivery should be the most optimal from the point of view of cost. 

7) Unloading/loading of goods, including during inventory and delivery of goods to the consignee’s warehouse.

8) If necessary - implementation of administrative and other actions necessary for packaging cargo with the necessary stickers and approved instructions in the national language, special marking of charitable/humanitarian aid.
9) If necessary - ensuring the analysis of the quality of medicinal products in accordance with the current legislation and the requirements of Unitaid. Quality analysis must be carried out exclusively on the basis of laboratory institutions which have international certification etc. and previously agreed with Alliance for Public Health, Ukraine
10) Insurance of 100% of cargo value against risks that may arise during the performance of logistics services.

11) Provision of monthly reports to the Alliance on fulfilled works and services.

12) Provision of information on the status of deliveries, balances, etc. at the request of the Alliance.

Project results
· Received all permit documentation for the legal import of drugs (including controlled substances) and medical products for the purposes of conducting study
· If necessary, the cargo is labeled in accordance with the requirements of the current legislation

· Import clearance of a cargo of drugs and medical products was carried out

· The quality control of drugs and medical products was carried out in accordance with the norms of the current legislation and GDP rules
· The goods have been delivered to the final recipients

· In accordance with the current legislation, reporting on the receipt of goods containing controlling substances or other reporting has been made

· Adapted study protocols for Egyptian context for all three study components

· Obtained MoH Ethical Committee approvals for all three study components

· English versions of transcripts of in-depth interviews and focus groups for all three study components

· All deliveries are made within the scheduled time

2.4. Terms of service and payment:

Based on the tender, one supplier will be selected to carry out supportive services in conducting observational cohort study. The works will be carried out according to the contract.

Supplier provides the ordered services within the agreed period of time. The provision of the service is accompanied by the following documents:

• Contract on cooperation with applications;

• Act of completed works;

• Other necessary documents;
Payment terms: payment will be made in stages. The Alliance may consider up to 70% of the payment to be made in advance in several stages

3. Organizational requirements
3.1. Legal entity under the legislation of Egypt.

3.2. Ability to provide the service in accordance with Clause 3 of the Specifications in full.

3.3. Previous work experience and conducting supportive services to studies similar in structure and purpose (during at least last 3 years, documented);
3.4. Ability to provide services according Good Distribution Practice (GDP) requirements

4. Key criteria for evaluation of tender proposals

Proposals submitted by tenderers will be further evaluated for their compliance with the following criteria (listed starting with the most significant):

· compliance of the proposal to the requirements of the tender documentation;

· the presence of a detailed description of approaches/stages/ways to achieve the goals of the study and fulfill all required works.

· the cost of providing the service in accordance with Clause 3 of the Specifications;

· presence in team (or engagement) of highly qualified specialists required for this type of study: specialists in the field of HIV/OAT/OAT, sociologists, data managers, specialists on quantitative and qualitative data collection and management, etc.;

· Experience of working with communities of most marginalized people such as people who use drugs.

· timelines;

5.  Content of tender applications

The tender proposal should consist of the following documents:

1. Description of tasks, approaches and ways to implement study;
2. Detailed schedule of the implementation of each stage.

3. Tariffs for the performance of works (tariffs are submitted in USD with an indication of the cost of works in Excel format according to the sample)(Annex 4);

4. Copies of state registration documents;

5. Confirmation of the possibility of providing the service in accordance with Clause 3 of the Specifications in full (official letter);

6. List of studies on a similar subject, performed by the company-participant in the tender for the last 3 years (official letter);
7. Confirmation of relevant experience in the field of providing this service (list of clients with contact details, letters of recommendation - at least 3);

8. Information on own resources (teams of highly qualified specialists: sociologists, managers, psychologists, etc.) available to the tenderer for the provision of services (official letter);

9. Completed and signed Annexes #1-4 to the Specification.
10.  Annex 4 in excel format

11.  Any other documents that you think can characterize your company or proposal and help you make a decision

Annex 1
to Specification 

for the tender for the provision of supportive services in conducting observational cohort study

Read the text of the given form, fill it out and submit it as part of the tender offer.

Date: __________________ 2023.

To: International Charitable Foundation " Alliance for Public Health "

Ladies and Gentlemen,

Having read the invitation to participate in the tender for the provision of supportive services in conducting observational cohort study, receiving the invitation to participate in which is hereby confirmed, we, the undersigned, offer the provision of the above-mentioned services in accordance with the specification and tender documentation. Our tariff proposals for this tender are provided in the table, which is part of our commercial proposal.

In case of acceptance of our proposal, we assume responsibility:

• provide the above-mentioned services in accordance with the terms of the tender documentation and the draft contract for the provision of services, which is part of the tender documentation;

• ensure the completeness and accuracy of our commercial offer in the form, prices/tariffs and time specified in the invitation to participate and the tender documentation;

• comply with the terms of our commercial offer during the period of validity of the commercial offer, which is indicated in the invitation to participate in this tender - 90 days. Our commercial offer can be accepted (accepted) by the organizer of this tender at any time before the end of its validity period;

• to agree and sign the contract for the provision of services during 45 days period after notification on Contract award.
We agree to the following:

• the organizer of this tender is not obliged to accept the lowest commercial offer or any of the commercial offers received;

• the organizer of this tender reserves the right to reject the tender offers of all tender participants.

We confirm our legal, financial, organizational and other ability to fulfill the conditions of this tender and conclude a contract for the provision of services.

Signed by ______________________________________________________,

holding the position of _____________________________ (CEO)

on behalf of the company 

____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).

________________________ (signature)
Annex 2

to Specification 

for the tender for the provision of supportive services in conducting observational cohort study

General information

Please fill in the table below:

	1
	Full name of the company 

	

	2
	Legal address of the company
	

	3
	Mailing address of the company

	

	4
	General manager of the company (name, title)
	

	5
	Contact phone of the company manager
	

	6
	Contact person on Application submission issues
	

	7
	Contact person phone number
	

	8
	Email

	


Signed by ______________________________________________________,

holding the position of _____________________________ (CEO)

on behalf of the company 

____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).

________________________ (signature)

Annex 3
to Specification 

for the tender for the provision of supportive services in conducting observational cohort study

Description of tasks, approaches and ways to implement study
Please make your proposal here
Signed by ______________________________________________________,

holding the position of _____________________________ (CEO)

on behalf of the company 

____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).

________________________ (signature)

Annex 4

to Specification 

for the tender for the provision of supportive services in conducting observational cohort study

Price proposal

Price proposal and deadlines (Appendix 4.1, Excel file "Budget_program_template")

Please enter the cost of providing the service according to the Specification in the appropriate cells. Please note that the cost you quote must include the cost of all the individual stages, as well as any associated costs, charges and taxes. If it is necessary to add other types of work not specified in the table, do it in separate lines and justify their necessity in the "Comments". Attach the file and it to the package of tender documents.
Signed by ______________________________________________________,

holding the position of _____________________________ (CEO)

on behalf of the company 

____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).

________________________ (signature)
