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Abstract

Background: Intestinal failure (IF) is a rare, life-threatening gastrointestinal condition requiring
long-term, high-complexity home nutrition support—principally Home Parenteral Nutrition (HPN)
and Home Enteral Nutrition (HEN). Due to the low incidence of IF, patients and family caregivers
historically experienced profound psychosocial isolation, a steep learning curve regarding
catheter/tubing management, and high rates of preventable complications such as Central
Line-Associated Bloodstream Infections (CLABSIs).

Objective: To synthesize the historical development, structural evolution, and
clinical-psychosocial contributions of patient advocacy networks within the IF community from
the late 1960s to the present.

Methods: A narrative literature review methodology was utilized to analyze the historical
transition from informal, home-based support groups to formal, disease-specific non-profit
organizations, examining their impact on clinical care, patient safety, health policy, and
translational research.

Results: The evolution of IF advocacy unfolded across three distinct paradigms:

1. The Foundational Era (late 1960s—1990s): Pioneered by grassroots efforts (e.g., Lifeline
Foundation) and institutional clinician-patient hybrid models (e.g., The Oley Foundation),
which established peer education, standardized home care protocols, and reduced acute
psychosocial isolation.

2. The Disease-Specific Expansion Era (2010s): Driven by digital connectivity and
condition-targeted organizations (e.g., Short Bowel Syndrome Foundation, Global
Gastroschisis Foundation/Avery’s Angels, Transplant Unwrapped), shifting focus toward
targeted pathophysiology (e.g., Short Bowel Syndrome), pediatric-to-adult transitions,
and advanced pharmacotherapy (e.g., GLP-2 analogs).

3. The Modern Co-Research Paradigm (2020s—Present): Characterized by patient-driven
research collaborations (e.g., The Gutsy Perspective), global supply chain advocacy,
and patient-reported outcome measures (PROMSs).



Conclusion: Patient advocacy in IF has transformed from a peer-support mechanism into an
indispensable component of the multidisciplinary clinical care continuum. Active integration of
advocacy organizations into clinical workflows improves patient outcomes, mitigates
complication risks, and aligns clinical research with lived experience.

1. Introduction and Background

Intestinal failure (IF) is defined as the reduction of gut function below the minimum level
necessary for the absorption of macronutrients, water, and electrolytes, requiring intravenous
supplementation—known as parenteral nutrition (PN)—to maintain health or growth. Classified
clinically into Type | (acute, short-term), Type Il (prolonged acute), and Type Il (chronic,
long-term), Type lll IF represents a complex, lifelong condition that fundamentally alters a
patient’s physiological and psychosocial baseline.

The primary etiologies of IF encompass short bowel syndrome (SBS) resulting from extensive
surgical resection (e.g., due to mesenteric ischemia, Crohn's disease, volvulus, or trauma),
congenital mucosal diseases (e.g., microvillus inclusion disease), severe gastrointestinal motility
disorders (e.g., chronic intestinal pseudo-obstruction), and extensive radiation enteritis.

Management of chronic IF relies on Home Parenteral Nutrition (HPN) or Home Enteral Nutrition
(HEN). While life-sustaining, HPN is widely regarded as one of the most technologically
demanding medical therapies administered outside an intensive care setting. Patients and
caregivers must master intricate aseptic techniques for central venous catheter (CVC) care,
operate infusion pumps for 10 to 16 hours daily, manage volatile fluid and electrolyte balances,
and maintain constant vigilance against severe complications, including:

Central line-associated bloodstream infections (CLABSIs)
Central venous thrombosis

Intestinal failure-associated liver disease (IFALD)

Severe metabolic bone disease

Historically, the rarity of IF meant that patients were discharged into the community with minimal
structural support beyond basic home health nursing. This created extreme physical and
emotional isolation. The psychological burden of carrying a "life that runs partly outside the
body" was compounded by a lack of accessible, patient-centered educational resources.

This literature review traces the historical trajectory, organizational paradigms, clinical impacts,
and future directions of patient advocacy within the intestinal failure and home nutrition support
communities.

2. The Early Era of Home Nutrition Support (Late
1960s-1990s)

Historical Timeline of Foundational Milestones



e Late 1960s: Clinical viability of Total Parenteral Nutrition (TPN) demonstrated by Stanley
Dudrick and colleagues.

e Late 1970s: Emergence of HPN; patients face severe isolation and unstandardized
discharge procedures.

e 1977-1978: Lifeline Foundation founded by Lee and Marshall Koonin; launch of the
LifelineLetter and grassroots peer phone/letter networks.

e 1983: The Oley Foundation founded by Clarence "Oley" Oldenburg and Dr. Lyn Howard;
Lifeline Foundation merges into Oley; patient research registries and clinician-patient
hybrid models established.

e 1990s: Professional integration begins with organizations like ASPEN developing
patient-facing materials alongside Gl-specific bodies.

2.1 The Clinical Genesis of Total Parenteral Nutrition (TPN)

Total Parenteral Nutrition was established as a viable clinical therapy in the late 1960s, largely
through the landmark work of Dr. Stanley Dudrick and colleagues at the University of
Pennsylvania. Prior to this innovation, patients with non-functional gastrointestinal tracts
inevitably succumbed to severe malnutrition and electrolyte collapse.

By demonstrating that beagle puppies and subsequently human infants could achieve normal
growth and development exclusively through intravenous nutrients, Dudrick's team catalyzed a
paradigm shift in gastroenterology and surgery.

By the mid-1970s, clinical centers began transitioning stable TPN patients from inpatient wards
to their homes. However, home administration presented substantial challenges. The early
equipment was heavy, pumps were imprecise, compounding solutions required manual mixing
by patients, and the risk of fatal CVC sepsis was high.

2.2 The Foundational Era: The Oley Foundation and the Hybrid Model

The transition from experimental clinical therapy to sustainable home administration required a
structured architecture for peer support and clinical guidance. Prior to 1983, home nutrition
support was initially considered an experimental modality, and hospital discharge protocols
lacked standardized patient education or troubleshooting mechanisms. In this environment, the
earliest patient advocacy efforts arose from the acute desperation of patients and family
members seeking survival strategies.

Around 1977-1978, Lee Koonin—a patient with severe Crohn’s disease who had undergone
multiple resections and weighed only sixty-six pounds prior to HPN initiation—and her husband,
Marshall Koonin, established the Lifeline Foundation in Sharon, Massachusetts. Experiencing
severe alienation, the Koonins utilized local media and print publishing to identify other
HPN-dependent individuals across the United States.

They published the LifelineLetter, organized regional peer support meetings, and operated an
informal, 24-hour telephone helpline from their kitchen table. Within six years, the network
expanded to over 600 members. However, as an uncompensated, home-operated initiative, the



Lifeline Foundation faced unsustainable structural and financial strain, highlighting the necessity
for a formalized institutional infrastructure.

2.3 Institutionalization: The Oley Foundation

A parallel and complementary initiative emerged at Albany Medical Center in February 1983,
where Clarence "Oley" Oldenburg and Dr. Lyn Howard incorporated The Oley Foundation. This
milestone established the "Foundational Era" architecture, uniquely characterized by a Hybrid
Model that structurally united patients, family caregivers, and multidisciplinary clinicians. Shortly
after its inception, the Oley Foundation absorbed the earlier grassroots Lifeline Foundation
(founded by Lee and Marshall Koonin), consolidating the membership base and establishing a
durable advocacy framework for home nutrition support.

The Oley Foundation established a novel "hybrid model" of patient advocacy, structurally uniting
patients, family caregivers, physicians, clinical nutrition nurses, dietitians, and pharmacists.
Shortly after its inception, the Lifeline Foundation merged into the Oley Foundation,
consolidating its membership base and absorbing the LifelineLetter.

Pillars of the Oley Foundation Hybrid Model:
1. Clinical & Safety Guidance: Standardizing central venous catheter care, publishing
home infection control protocols, and providing emergency troubleshooting resources.
2. Peer Education & Psychosocial Support: Mitigating acute isolation, running annual
interdisciplinary conferences, and offering practical strategies for travel and daily life.
3. Research Data & Patient Registry: Establishing multi-center patient outcome registries
to track long-term survival metrics and complication rates.

During this period, broader professional bodies—such as the American Society for Parenteral
and Enteral Nutrition (ASPEN)—began developing formal patient-facing resources.
Simultaneously, disease-specific non-profits (e.g., the Crohn’s & Colitis Foundation) provided
partial support for patients whose underlying intestinal failure stemmed from inflammatory bowel
disease (IBD).

However, the Oley Foundation remained the primary non-profit entity dedicated specifically to
the broad, non-disease-specific technology of home parenteral and enteral nutrition support
throughout the 1980s and 1990s.

3. The Disease-Specific Era: The Specialized Model and
the Rise of SBSF

The landscape of intestinal failure advocacy underwent a structural transformation beginning in
2010. While the Oley Foundation provided the foundational architecture for home support, the
emergence of the Short Bowel Syndrome Foundation (SBSF) catalyzed the "Disease-Specific
Era" evolution. This Specialized Model professionalized condition-specific navigation, moving
beyond technology-based support (HPN/HEN) toward pathophysiology-targeted interventions.



High-speed internet and social media platforms enabled rapid, global peer-to-peer
connection.

Pediatric intestinal rehabilitation programs advanced significantly, increasing the survival
rates of infants with complex congenital abdominal anomalies into adulthood.

The development of targeted trophic enterocyte therapies—most notably glucagon-like
peptide-2 (GLP-2) analogs such as teduglutide—introduced pharmacologic gut
adaptation as a viable therapeutic goal, necessitating informed patient involvement in
treatment decisions.

3.1 Condition-Targeted Organizations

Unlike early advocacy, which focused broadly on the mechanics of nutrition delivery
technologies (HPN/HEN), post-2010 organizations emerged to address specific underlying
etiologies and therapeutic pathways.

Short Bowel Syndrome Foundation (SBSF): Founded on December 3, 2010, by
Andrew "Andy" Jablonski, the SBSF represents a watershed moment in the
professionalization of disease-specific advocacy. Leveraging his lived experience with
ultra-short bowel syndrome and clinical training in human relations and mental health,
Jablonski designed a Specialized Model that professionalized condition-specific
navigation. Under his leadership, the SBSF shifted the advocacy narrative toward
disease-specific identity, recognizing that SBS presents unique metabolic and
hypersecretory challenges distinct from other forms of IF. The foundation developed a
scalable, patient-first infrastructure that bridged the gap between fragmented community
care and nutritional autonomy.

Global Gastroschisis Foundation (Avery's Angels): Originating from a family's
experience with neonatal gastroschisis and post-surgical SBS, this organization
addressed the pediatric journey by offering targeted resources for parents navigating
NICUs, pediatric intestinal adaptation, and surgical resections.

Transplant Unwrapped: As small bowel and multivisceral transplantation matured from
experimental procedures to accepted options for irreversible HPN failure or severe
complications, Transplant Unwrapped emerged to provide targeted education on
pre-transplant evaluations, organ allocation, and post-transplant immunosuppression.
The Gutsy Perspective: Representing an evolution toward patient-led translational
research, this organization quantifies the lived experience of IF by gathering
patient-reported outcomes (PROs) and real-world qualitative data to inform clinical trial
designs and health economic evaluations.



3.2 Key Contemporary Advocacy Themes

Advocacy Domain

Therapeutic
Access & Novel
Drugs

Supply Chain
Vigilance

Care
Standardization

Pediatric-to-Adult
Transition

Key Clinical Focus

GLP-2 analogs (e.g.,
Teduglutide), novel lipid
emulsions (e.g., Fish
oil-based / SMOF lipids).

Critical shortages of IV
multivitamins, trace
elements, parenteral amino
acids, sterile water, and
tubing sets.

Referral to multidisciplinary
Intestinal Rehabilitation
Programs (IRPs).

Structured transition
protocols for adolescents
with congenital IF entering
adult healthcare systems.

Impact on Patient Care &
Outcomes

Facilitates insurance
authorization, lowers financial
barriers, and accelerates
clinical trial recruitment for
intestinal adaptation therapies.

Provides real-time shortage
tracking, publishes clinical
mitigation guidelines, and
lobbies regulatory bodies
(e.g., FDA) for emergency
drug imports.

Reduces mortality and
transplantation requirements
by promoting intestinal
autonomy through integrated
medical, surgical, and
nutritional care.

Mitigates medication
non-adherence, loss of clinical
follow-up, and catastrophic
CVC/metabolic complications
during vulnerable life
transitions.



Psychosocial & Management of high Integrates specialized

Mental Health anxiety, depression, psycho-gastroenterology
medical trauma, and social support, peer-mentorship
isolation associated with networks, and coping toolkits
chronic technology into standard care
dependence. frameworks.

4. Clinical, Psychosocial, and Systemic Impacts of
Advocacy

The integration of organized patient advocacy into the broader medical landscape has
fundamentally altered the management of intestinal failure. The clinical benefits of advocacy
extend beyond emotional comfort to directly influence patient morbidity, mortality, and health
system utilization.

Key Dimensions of Integrated Advocacy Interventions:

1. Clinical Care Continuum: Lowering CLABSI rates, standardizing aseptic CVC
protocols, and promoting long-term intestinal autonomy.

2. Psychosocial & Quality of Life: Reducing isolation and anxiety, improving sleep
quality, and fostering shared decision-making between patients and clinicians.

3. Regulatory Policy & Supply Chain: Enabling rapid responses to drug shortages,
expanding access to novel therapies, and advocating for fair reimbursement policies.

4.1 Impact on Clinical Care and Patient Safety

The peer-led dissemination of standardized line-care protocols, developed in collaboration with
societies such as ASPEN and the European Society for Clinical Nutrition and Metabolism
(ESPEN), has contributed to reduced infection rates.

Advocacy organizations act as force multipliers for clinical care teams by reinforcing key safety
measures outside the clinical setting:

Strict aseptic non-touch technique (ANTT) during CVC connections and disconnections.
Proper utilization of ethanol or taurolidine antiseptic locks to prevent intraluminal
bacterial and fungal biofilm formation.

e Early recognition of systemic inflammatory response syndrome (SIRS) symptoms,
prompting rapid medical evaluation before sepsis progresses to septic shock.

Furthermore, advocacy networks encourage patients to seek care at specialized Intestinal
Rehabilitation Programs (IRPs). Evidence consistently demonstrates that management by a
dedicated multidisciplinary team—comprising transplant/Gl surgeons, gastroenterologists,
advanced practice dietitians, clinical pharmacists, and home infusion nurses—improves
parenteral weaning rates, decreases dependence on full TPN, and lowers overall mortality.



4.4 Clinical Integration: Moving from Survival to Holistic Thriving

The cumulative influence of the Oley Foundation’s Hybrid Model and the SBSF’s Specialized
Model has moved the field from survival-centric support to a paradigm of holistic, patient-led
clinical integration. As these two organizations matured, the clinical landscape transitioned from
a paternalistic, provider-driven model toward a collaborative care ecosystem. Patients,
empowered by the foundational safety protocols of Oley and the specialized disease navigation
of SBSF, began to integrate directly into the multidisciplinary care team.

This cultural shift, exemplified by the "Patient-as-Partner" framework, has professionalized the
lived experience as a clinical asset. By the 2020s, this integration progressed into a "Modern
Co-Research Paradigm" where patients actively contribute to clinical workflows, trial designs,
and regulatory policy. This ensures that the clinical evolution of IF management is not merely
measured by laboratory metrics, but by the qualitative and psychosocial outcomes that define a
meaningful quality of life.

4.2 Psychosocial Impact and Quality of Life (QoL)

Chronic dependence on HPN profoundly disrupts physiological circadian rhythms, social
interactions, and body image. Nighttime polyuria caused by cyclic parenteral infusions disrupts
sleep architecture, while the presence of permanent central venous access or enterostomies
can negatively affect body identity and intimate relationships.

Pathways of Advocacy Mitigation for Chronic Stressors:
¢ Emotional Buffer: Provides shared experience and peer validation to counteract the
isolation of constant sepsis/vascular risk and altered body image.
e Practical Coping: Offers crowd-sourced solutions for travel navigation, mobile
equipment management, and daily physical activity adaptations.

Peer advocacy networks mitigate these stressors by connecting patients with peers who share
the same lived experience, reducing rates of clinical depression and situational anxiety while
delivering crowd-sourced, practical adjustments for everyday life.

4.3 Systemic Advocacy, Policy, and Supply Chain Resilience

In an era of increasingly frequent pharmaceutical and medical device supply chain disruptions,
advocacy organizations serve as crucial monitors for patient safety. Parenteral nutrition relies on
complex supply chains involving multiple components (e.g., amino acid solutions, IV
multivitamin formulations, trace elements, parenteral lipids, sterile bags, infusion tubing, and
CVC dressing kits).

During nationwide shortages of parenteral components (e.g., the acute U.S. IV multivitamin and
sterile water shortages), organizations such as the Oley Foundation and SBSF collaborated with
professional medical societies (ASPEN) and regulatory agencies (U.S. FDA).



These combined efforts helped issue evidence-based component-rationing guidelines to home
infusion pharmacies, advocate for the temporary importation of foreign-manufactured parenteral
products, and ensure home care patients were prioritized alongside inpatient populations.

5. Future Horizons and Unmet Needs

Despite decades of progress, significant structural gaps remain in the global intestinal failure
ecosystem. Addressing these issues will require continued innovation, formal international
framework development, and deeper integration between patient advocacy groups and
academic research networks.

Strategic Priorities for Future Advocacy:

1. Global Health Equity: Addressing resource disparities in low- and middle-income
countries (LMICs) and standardizing access to home nutrition infrastructure globally.

2. Integrated Mental Health Care: Embedding psycho-gastroenterology and traumatic
stress care directly into multidisciplinary clinical routines.

3. Translational Co-Research: Partnering in Clinical Outcome Assessment (COA) and
Patient-Reported Outcome Measure (PROM) design, as well as patient-led registry
development.

5.1 Global Health Disparities and Equitable Access

The availability of HPN, specialized intestinal rehabilitation, and advanced trophic therapies
remains largely concentrated in high-income countries (HICs). In many low- and middle-income
countries (LMICs), short bowel syndrome remains a condition with high mortality due to a lack of
affordable parenteral nutrition components, trained home infusion infrastructure, and clinical
expertise.

International networks—such as Parenteral Nutrition Down Under (Australia/New Zealand) and
emerging alliances in Europe and Latin America—are making progress, but a globally integrated
advocacy framework is needed to support resource-limited regions.

5.2 Integration of Specialized Psycho-Gastroenterology

While physical complications (e.g., sepsis, catheter occlusions, liver disease) receive significant
clinical focus, the psychological impact of living with intestinal failure requires more formal
integration into routine care.

Future advocacy initiatives are increasingly prioritizing access to specialized
psycho-gastroenterology. Incorporating evidence-based interventions—such as Gl-directed
Cognitive Behavioral Therapy (CBT), Acceptance and Commitment Therapy (ACT), and
gut-directed hypnotherapy—directly into multidisciplinary IRP clinics represents a crucial area
for growth.

5.3 Patient-Driven Translational Research and Drug Development



The historical paradigm in which patients were passive research subjects has been replaced by
a co-research framework. Future clinical trial methodologies for novel enterotrophic agents,
long-acting GLP-2 analogs, GLP-1/GLP-2 dual agonists, and cellular therapies will increasingly
require direct input from advocacy networks.

This collaborative approach ensures that clinical trial endpoints align with meaningful
patient-centered priorities:

e Traditional Clinical Trial Endpoints (Laboratory & Volumetric Focus): Absolute daily
PN volume reduction (mL/day), urine sodium concentrations, and serum electrolyte
stability.

o Patient-Centered Co-Designed Endpoints (Quality of Life & Autonomy Focus):
Complete days off parenteral infusion ("PN-free days"), reduction in nocturnal polyuria
frequency, sleep quality score improvements, and freedom for travel or vocational
participation.

By actively participating in the design of Clinical Outcome Assessments (COAs) and
Patient-Reported Outcome Measures (PROMs), advocacy groups help align pharmaceutical
development with outcomes that matter most to patients' daily lives.

6. Conclusion

The arc of patient advocacy in intestinal failure demonstrates the transformative power of
patient and caregiver initiative. What began in the late 1960s and 1970s as a survival response
to severe isolation and high complication rates has evolved into a sophisticated,
multi-organizational advocacy network.

Early pioneers established that peer support and shared practical knowledge were essential
components of home care. The subsequent shift toward disease-specific organizing has
deepened clinical focus, accelerated patient-led research, and provided structured advocacy
around drug access and supply chain security.

Ultimately, patient advocacy does not replace the demanding clinical realities of intestinal
failure—the daily infusions, central line management, and risk of complications remain.
However, by transforming isolated struggle into shared community infrastructure, advocacy
networks ensure that patients and families no longer navigate this life-sustaining technology
alone.

Integrating these advocacy frameworks directly into clinical workflows remains essential for
delivering comprehensive, patient-centered care in intestinal failure.
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