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Research Protocol 

1. Protocol title: 

The NEOgrads playgroup study: Improving developmental motor outcomes through intensive Early Intervention 

in preterm infants: A feasibility study. 

  

Lay title: The NEOgrads playgroup program- promoting early motor development for preterm babies. 

2. Protocol Summary  

Aim: to evaluate the feasibility of a novel very early Intervention programme (NEOgrads playgroup) provided at 

‘3-months corrected age’, to babies born between 32+0 to 36+6 weeks gestation. 

 

Study design:  

This is a pilot non-randomised experimental study.  

Population: Healthy moderate to late preterm infants (>32 weeks gestation) aged 12-weeks corrected. 

 

Participant Selection Criteria:  

To be eligible for the study, participants will satisfy the following criteria: 

● Be healthy preterm infants who have been born between 32+0 to 36+6 weeks post-menstrual age, 

● Infant is younger than 12-weeks corrected age (based on estimated date of birth), 

● Reside in the Auckland region who have English-speaking parents/ caregivers or can be supported by a 

translator (due to group class sessions being in English).  

Potential participants will be excluded if they meet the following criteria: 

● Infants born extremely preterm, i.e., < 32 weeks gestation, 

● Infants with known genetic or neurological conditions that will affect gross motor development (i.e., 

Trisomy 21, arthrogryposis, Cerebral Palsy, Spina Bifida, etc), 

● Parents/ caregivers who are unable to bring the infant in-person to the intervention classes and the two 

assessments, 

● Infants who require oxygen support, nasal gastric tube feeding or are acutely unwell.  
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Method:  

All participants will participate in a 12-week developmental Early Intervention program (NEOgrads playgroup), 

including a pre and post intervention assessment. The NEOgrads program will consist of a weekly, 30-minute 

developmental group class and a tailored home exercise program (daily practice for 20 minutes duration) for 12-

weeks intervention period. 

 

The Pre-Intervention (baseline) assessment will be completed at 12 weeks corrected age (age based estimated 

day of delivery), which will take 75 minutes to complete.  

The assessments include: 

• Hammersmith Infant Neurological Assessment (HINE)  

• Precht’s General Movement Assessment (GMs)  

• Peabody Developmental Motor Scale (PDMS-2) 

 

Post intervention (follow-up assessment) will be completed within 1 week of completion of the intervention 

period. The assessments should take 45 minutes to complete. 

The assessments include: 

• Hammersmith Infant Neurological Assessment (HINE)  

• Peabody Developmental Motor Scale (PDMS-2) 

• Parent-rated survey  

 

Time frame: 14 weeks  

3. Sponsor  

• Auckland University of Technology (AUT)  

4. Funder  

• Physiotherapy New Zealand Special Interest groups; Aukland North Shore Branch special interest group 

and Neurology special interest group.  

• Visiting Neurodevelopmental Therapy Association of New Zealand. 
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5. Research sites  

• Auckland University of Technology, 90 Akoranga Drive, Northcote, Auckland. 

• Auckland Children’s Physiotherapy, 117 Kitchener Road, Milford, Auckland.  

• Community centre e.g., hall, church, or community space (2 sites either in South Auckland, West 

Auckland or central Auckland). 

6. Research Team members and affiliations 

• Miss Louise Pearce- Masters student, Co-investigator, responsible for development of intervention 

protocol, delivering intervention, data processing and analysis - Auckland University of Technology, 

Auckland, New Zealand. 

• Dr Nusratnaaz Shaikh- Co-investigator, responsible for project development, project supervision and 

mentor for LP - Auckland University of Technology, Auckland, New Zealand. 

• Dr Sian Williams- Co-investigator, responsible for project development, GM scoring, and project 

supervision- Liggins Institute, University of Auckland, Auckland, New Zealand. 

• Dr Jimmy Chong- Co-investigator, responsible for project development and project supervision-

Paediatric Rehabilitation Service, Te Whatu Ora Te Toka Tumai Auckland, New Zealand. 

• Associate Professor Richard Ellis - Co-investigator, project supervision and mentoring NS- Auckland 

University of Technology, Auckland, New Zealand. 

7. Study Objectives 

Background 

Each year, approximately 5,000 babies are born preterm (less than 37 weeks gestation) in Aotearoa New 

Zealand[1]. These preterm infants often require an admission to Neonatal Intensive Care (NICU) or Special Care 

baby units (SCBU) for medical management until they are stable to graduate home. Preterm infants are at 

higher risk of adverse developmental outcomes across motor, cognitive, behavioural and academic domains [2-

4]. These risks are inversely related to age of gestation, however studies have shown even moderate preterm 

(MP) (gestational age 32-336/7 weeks) and late preterm (LP) (34-366/7 weeks gestation) have long term effects 

associated with prematurity such as developmental delay and increased need for special education programs 

[5].   

To help improve the detrimental effects of being born preterm, evidence shows Early Intervention (EI) that 

comprises of therapy intervention is beneficial for preterm infants [6-8].   
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Currently eligibility criteria for EI public services in Aotearoa New Zealand (AoNZ) are restricted to infants who 

fall under a ‘high risk’ of developmental delay [1]. Despite accounting for more than 80% of all preterm 

births[9], infants born moderate-to-late preterm (MLP) are often ineligible for EI services [1] until they present 

with significant delays. Consequently, referral into EI services for infants born MLP is often dependent on 

parental health literacy, access to appropriate information at birth and parental engagement with health care 

providers due to lack of routine screening [10, 11].  Therefore, this can create additional barriers in accessing 

this recommended and beneficial service [11]. 

 

To support infant development, effective EI is proposed to comprise of therapy based on key principles such as; 

fostering parental empowerment [12], parent- infant interaction, promote motor learning [6] through goal-

directed, environmental enrichment, and functional task-based activities [8]. EI focuses on utilising the 

Neuroplastic potential of the developing brain, therefore timely EI delivery (i.e., within the first 1000 days 

whilst neural connections are forming at a rapid rate) should promote greater improvements in development 

[13, 14]. There is a growing body of research examining this principle of novel EI to a younger cohort of infants. 

Early delivery of a 3-week ‘object exploration’ intervention (15 minutes daily practice of EI over 3 weeks) 

delivered at 8 weeks post birth to healthy term infants was shown to improve motor development outcomes 

compared with the control group [15]. Specific practice was based on prescribed time duration e.g., two 

minutes practicing sitting rather than repetition and intensity of practice. The findings by Mobbs, Spittle and 

Johnston’s 2022 [16] feasibility study indicated similar motor improvements following two different EI 

approaches in preterm infants, both programs delivered from two to 15 weeks corrected age. Whilst one group 

of infants in the study received a ‘usual care’ EI physiotherapy program (a home- based development program) 

that consisted of 2-3 developmental assessment appointments lasting 15 to 30 minutes in duration and 

provided with a “short” development home exercise program. The second group of infants completed the 

Preterm infant Early intervention for Movement and Participation program (PreEMPT), which focused on 

delivering a participation-focused early physiotherapy intervention utilising telehealth. Parents and infants 

within the PreEMPT group received regular weekly (face to face or telehealth) sessions supported with a 

developmental home program with a frequency dosage of 7 out of the 14 planned sessions completed. Both 

groups had low home exercise program practice (adherence to prescribed overall program practice) and 

therefore this data was not reported. Limited efficacy testing showed improvements in infants’ motor 

outcomes across both groups, this was not statistically significant, nor was between group differences detected 

secondary to being under powered [16]. However, parents of the infants enrolled into the PreEMPT group 
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reported an improved parental sense of competence (p= 0.21, ES =1.34) at 4 months corrected age compared 

to parents of infants within the usual physiotherapy group.  However, both groups did not examine the 

repetition nor frequency of practice for each individual exercise to determine its effect on repetition saturation 

and capacity to build muscle strength.  

 

This will be the first study to our knowledge to evaluate the delivery of EI considering intensity that focuses on 

duration, repetition and frequency delivered at a very young age to be conducted in Aotearoa NZ population 

and is unique as it includes MLP infants. The aim of this study is to investigate the feasibility and acceptability of 

an intensively delivered 12-week EI (NEOgrads playgroup) to parents for MLP infants commenced at 3- months 

corrected age with a focus on repetition- dependent saturation of motor skills. 

8. Primary Objective: 

The primary objective of this pilot study is to understand how feasible and acceptable is implementing a novel 

Early Intervention program in New Zealand to moderate to late preterm infants.  

 

Specific Research Objectives 

1. Is the delivery of a 12-week Early Intervention program acceptable by parents or caregivers of 

moderate to late preterm infants? 

2. Is the intervention able to be delivered as per set protocol? 

3. Will parents/ caregivers adhere to the recommended prescribed home exercise program and attend 

the class group sessions?          

 

Secondary Research Objective  

4. Does NEOgrads Early Intervention program show positive changes in gross motor outcomes 

(meaningful change from baseline scores, 1 standard deviation in Gross Motor Quotient score for 

infants corrected age) [17] over a 12-week intervention period that would be greater than normal 

maturation development rate? (limited efficacy testing). 
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9. Study Enrolment Procedures 

Identification of participants  

Convenience sampling will be used to recruit a target of 15 infants into the single arm intervention group 

(NEOgrads playgroup). This will be completed by advertising to parents through the community group Little 

Miracles Trust and community midwives (public and private Auckland Midwives), Milk & Honey Paediatrics. 

Little Miracles Trust is an organisation that supports infants and their families who have graduated from NICU. 

Milk & Honey paediatrics is a multidisciplinary private paediatric healthcare service.  

 

Recruitment 

Simple study information (recruitment flyer) will be displayed within the organisations (parent rooms notice 

board) and on their social media platforms (e.g., LinkedIn, Instagram, Facebook). The contact details of Louise 

Pearce (Primary Researcher) will be on the flyer to guide interested parents/ guardians who may wish to know 

more about the study.  We also plan to use snowball sampling with word of mouth. Interested participants will 

contact Louise Pearce following the above-mentioned recruitment strategies. 

 

Consent 

The research study will involve infants who are 12-weeks corrected age. Written Informed consent will be 

required by parents/ legal guardians of the infants. If both parents’ of the infant are under the age of 16 years, 

written informed consent from their parents/ legal guardian will be gained in addition to the assent of the 

adolescent parent. Adolescent’s and the adolescent’s parent/ guardian will be provided with full information 

about the research and the rights of participants involved in the study. A copy of informed consent document 

will be given to the parents/ guardians for their record.  

10. Subject Inclusion and Exclusion Criteria 

To be eligible for the study, participants will satisfy the following criteria: 

● Be healthy preterm infants who have been born between 32+0 to 36+6 weeks post-menstrual age, 

● Infant is younger than 12-weeks corrected age (based on estimated date of birth), 

● Reside in the Auckland region who have English-speaking parents/ caregivers or can be supported by a 

translator (due to group class sessions being in English).  
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Potential participants will be excluded if they meet the following criteria: 

● Infants born extremely preterm, i.e., < 32 weeks gestation, 

● Infants with known genetic or neurological conditions that will affect gross motor development (i.e., 

Trisomy 21, arthrogryposis, Cerebral Palsy, Spina Bifida, etc), 

● Parents/ caregivers who are unable to bring the infant in-person to the intervention classes and the two 

assessments, 

● Infants who require oxygen support, nasal gastric tube feeding or are acutely unwell.  

11. Methodology  

11.1 Study Design  

This is a pilot non-randomised experimental study. 

 

11.2 Study Procedure 

To determine eligibility, participants will undergo a brief screening assessment and complete a consent form 

before participating in the study. Pre-screening questions will include perinatal information collected from 

the parent/guardian including birthweight, gestation at birth, parental reported formalised assessments e.g., 

medical imaging and known medical diagnoses. 

 

This study has three parts: 

1. Consented participants will complete a Pre-intervention assessment (12 weeks corrected age). 

2. 12-week intervention: infants will be allocated to attend the NEOgrads playgroup program to start at 

12.5 to 13 weeks corrected age. Infants will be assigned to a set class time per week (1 x 30-minute 

class per week) and be provided with a developmental home exercise program to be completed (daily 

practice for 20 minutes).  

3. Post – intervention assessment at 6 ½ months corrected age (immediately following the 12-week 

intervention period) to be completed by all participants.  

 

  Commented [lh1]: New flow chart to include consent process 
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Assessment set-up 

The assessment will be completed at either Auckland University of Technology lab room, Auckland Children’s 

Physiotherapy clinic, or participants home depending on availability of the family to travel and clinic/ lab 

availability. All assessments are designed to be applied in variable settings e.g., Hospital, home and community 

centres. The assessment space only requires a small area to accommodate a mat, table, chair, family and 

therapist. 

 

Pre-Intervention Assessments (A1)- 75 minutes duration 

● Infant characteristics will be collected including self-reported ethnicity based on New Zealand Census titles 

(prioritised approach will be used for reporting), infants preferred positions of play and sleep.  

● Standardised assessments: 

o  Peabody Developmental Motor Scale – second edition (PDMS-2) (outlined below in further detail) 

o The Prechtl’s Qualitative Assessment of General Movements (GMs) 

o Hammersmith Infant Neurological Examination (HINE).  

 

Post-intervention Assessment (A2) – 45 minutes 

● Standardised assessments: 

o  Peabody Developmental Motor Scale – second edition (PDMS-2)  

o Hammersmith Infant Neurological Examination (HINE).  

● Parent- rated satisfaction survey 

 

11.4 Study Intervention NEOgrads playgroup 

The NEOgrads playgroup will be delivered over a 12-week period including a face-to-face developmental 

playgroup class and home exercise program to be completed daily.  

Set-up 

The NEOgrads playgroup classes will be hosted and run by a trained Paediatric Physiotherapist (LP) who is 

experienced working with NICU graduates and promoting infant development. Once weekly, 30-minute 

developmental class sessions will be held in a local community centre (community room, hall or church) or at 

Auckland Children’s Physiotherapy rooms (enable three different geographical localities) with free and 

accessible parking within close vicinity. We will aim to run classes with five infants per week, with a minimum 

of two infants in one class (scheduled class) on a set rostered day (same class time and day of week for 12 
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weeks). To accommodate infants missing a class, an additional two extra infants can attend a class outside of 

their normal session (make up class) to raise class maximum to seven.  

 

Developmentally appropriate toys and equipment will be provided by the physiotherapist to be used within 

each session to encourage participation by the infant and ensure comfort and safety for participants and their 

family e.g., mats to play on, cleaning wipes to reduce infection.  Each participant will receive toys as part of 

their Koha to use at home (part of the home exercise program practice).  

 

Intervention session structure 

The participants will attend the same developmental class each week with the same group of participants and 

their family. Parents will be encouraged to be actively involved with support and mentoring provided by the 

physiotherapist to practice developmental exercises with their infant. The infant’s home exercise program will 

be updated (paper exercise program and practice of new exercises during class) with improvements in infant’s 

developmental skills.  During the duration of the class, infant development and motor skill acquisition will be 

discussed to build parents confidence and application to their own infant development and will support 

prescribed home program that will be recorded for reporting.  Home practice will be encouraged with a 

duration of 20 minutes daily, with a minimum of 4 separate days of practice over a week.  

 

Intervention design 

LP created the NEOgrads training manual (template of developmentally appropriate exercises and progressions 

are fundamentally based on gestational age motor milestones and will be applied to participants corrected age) 

that has been developed with the intent to improve fidelity and generalisability of the intervention program. 

Typically, within a session, 4-5 key domains (supine, prone, sitting, standing, transitions, reaching/ toy 

exploration) will occur in the context of visual, auditory and social interactions (see example intervention 

schedule in Table 1). Parents will be supported to identify the level of their infant’s ability for each domain, 

scaffold progression of skill and practice repetition (minimum of 4-5 times but focusing on skill improvement 

(saturation point) as key repetition threshold) with infant actively participating in the domain.   During the 

playgroup sessions and at each week of the home program, data will be collected on program feasibility 

through program adherence, program acceptability, protocol fidelity as documented below.  
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Table 1 Example Intervention Schedule: EI program- developmental skill and progression of domain of supine 

lying. 

Gestational 

age (weeks) 

Domain   Skill practiced  Frequency/ duration 

of task 

Progression  End Goal  

12.5-14 

weeks 

Supine 

(back 

lying) 

1. Head in midline with 

chin tuck maintaining 

visual attention. 

2. Batting toys at side of 

body (elbows flexed). 

3. Lifting feet up to 90° 

of flexion actively.  

Five repetitions & 

observation of skill 

plateau (saturation 

point achieved). 

1. Elongation of 

neck into flexion.  

2. Batting of toys 

across midline.  

3. Hands to knees 

independently. 

1. Head moves 

independently 

of body. 

2. Batting of toys 

past midline. 

3. Hands to feet.  

 

Home exercise program 

Following Pre- intervention assessment at A1, the infant and their family will be provided with a home program 

with key areas of development to focus on delivering at the “just right level” or “challenge point” [16] provided 

by the class physiotherapist (LP) based on motor development assessment findings. This type of treatment 

approach provides scaffolding of infant development to progress their skills. Overload, intensity, specificity, and 

repetition will underpin the dosage of practice of each exercise to be performed at each session (time point).  

These are based on the principles for exercise prescription and motor learning [23, 24]. The home exercise 

program (paper pages) will be created using pictures (generic photos) and easy to follow instructions for 

parents/caregivers.  

Home practice of the exercises will be recommended to take 20 minutes total and be integrated throughout 

the infant’s day (over the day).  Adjustments to the home program will be completed as observed during the 

class sessions as discussed above.  

12. Assessments  

12.1 Neurological Screening Assessments 

The GMs and HINE are gold standard neurological screening assessments [1, 21, 22], and provide a predictor 

for future motor function and can identify neurological or other developmental disability.  

 



 

 

15 
NEOgrads Protocol V1.6  

 

The Prechtl General Movements Assessment (GMs) is a video observational assessment of the quality of the 

infant’s movements specifically looking for fidgety movements [21].  The GMs video is recorded for a duration 

of 3 to 5 minutes, whilst the infant is awake, alert and lying on their back. Two certified assessors (investigators 

LP and SW) will score the videos independently of the assessment appointment. Infants will be scored as having 

fidgety, abnormal, sporadic or absent GMs. This will be completed at the Pre-Intervention assessment only. 

Infants with abnormal, sporadic or absent fidgety movements will be excluded as this indicates risk of abnormal 

neurological function in the infant [21]. The HINE is a hands-on and observational assessment that takes 

approximately 15 minutes to perform, assessing the infants; cranial nerve function, posture, movements, tone 

and reflexes and reactions. These scores provide a global score in addition to recording the number of 

asymmetries noted (see Appendix 5). A HINE global score below 57 will indicate high risk of cerebral palsy [1].   

The HINE will be completed by the independent research therapist as part of assessment point 1 and 2.    

Infants with abnormal GMs or HINE assessments will be excluded from the study at this point as these findings 

indicate the infant is “at risk” of abnormal neurology [1].  Parents/ guardians will be contacted via telephone 

and informed of the abnormal findings. Written parental consent will be gained to grant approval for the 

assessor to refer directly into Early Intervention services. No GP notification or referral is required for this 

referral. The infant will be offered a single personalised EI home program to promote development whilst 

awaiting EI services.  

 

12.2 Feasibility: Program adherence  

A Playgroup Logbook will record participant attendance to the NEOgrads playgroup and will be completed by 

the therapist after each session (see Appendix 2).  

Parent Logbook will record home practice (the frequency and duration) and additional external developmental 

activities completed during the intervention period. 

 

12.3 Feasibility: Protocol fidelity:  

A class protocol audit:  The first three weeks of classes will be video recorded to audit the consistency of 

protocol delivery. In addition, Louise Pearce will complete a check list following each class to monitor the 

delivery and practice of key motor performance exercises as outlined in the weekly session plan (Intervention 

protocol). If significant changes to the protocol occur, an additional three weeks of video recording of class 

sessions will be completed and audited.   
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12.4 Feasibility: Program acceptability 

At the completion of the study, the parents/ caregivers will be asked to complete a survey including a series of 

customised “Parent- rated satisfaction” questions using a 5-point Likert scale and open-ended questions 

regarding the acceptability of the NEOgrads playgroup program (see Appendix 3).  

 

12.5 Feasibility: Limited efficacy testing  

Motor development Assessment- (PDMS-2)  

Secondary data will be collected to help determine if motor outcomes improve overtime directly following the 

12-week intervention. The PDMS-2 is used to measure gross and fine motor development of infants from birth 

to five years of age [17]. The test comprises of both gross and fine motor items that can be used in isolation or 

combined to gain an overall score. For this study, the four subsets that make up the Gross Motor Quotient 

(GMQ) score; Reflexes, Stationary, Locomotion and visual motor integration will be collected at both 

assessment time points by independent research assessor. 

The Peabody Developmental Motor Scale (PDMS-2) will be used to determine changes in gross motor 

development from pre and post intervention assessments (see Appendix 4). There will be no control group for 

comparison but a clinically significant improvement of 1 standard deviation in Gross Motor Quotient scores as 

set by Darrah et al. [17] will show clinically meaningful change based on infant’s age. A sample size of 15 infants 

was selected for this feasibility pilot study based on similar participation recruitment in EI pilot studies (N= 6-14 

in EI arm) [18-20].  

 

The infant will be tested through play as guided by the item gaining a score of 1 for partly achieved and 2 for 

completed. The infant will continue to progress through each item until they fail three consecutive items, 

providing a raw outcome score for that subtest. The PDMS-2 can be completed within 40 minutes and is a 

commonly used assessment tool to measure motor development for infants.  

 

13. Data analysis 

Feasibility measures of adherence and intervention fidelity will be determined through descriptive analysis 

(mean, percentage). Program acceptability will be assessed using two different processes, the Likert scale will 

be analysed using descriptive statistics (mean, percentage). Whilst the targeted open-ended data of the parent-

rated satisfaction  survey (question 8-11) will be evaluated using direct content analysis [25]. See Appendix 3. 
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Participant characteristics will be analysed to show frequency, percentages, mean and minimum and maximum 

values.  

Data from infants who were not able to attend 60% of the in-person sessions will be excluded from analysis.   

14. Safety Measures 

Assessments 

The neurological screening assessments (HINE & GM’s), and Motor assessment (PDMS-2) are routinely used in 

clinical practice for preterm and ‘at risk’ population by credentialed paediatric physiotherapists worldwide [1]. 

For this study, the HINE and PDMS-2 assessment will be conducted by an experienced and trained paediatric 

physiotherapist independent of this study. LP and SW have completed advanced training for GM’s assessment. 

If at any point during the assessments or intervention the infant experiences discomfort or distress the session 

will stop and the infant will be soothed/ cared for until they are ready to continue.  

 

Intervention 

The NEOgrads playgroup program has been developed by a paediatric physiotherapist with over 20 years’ of 

experience within EI. She will provide support and supervision to parents over the intervention period to 

promote parental confidence in handling and performing the activities to ensure infants safety.  

Soft play mats will be provided during the class sessions to ensure a safe handling of the infants. Cleaning of 

playmats and toys following infection control guidelines will be completed following each session to limit 

infection risks to the participants.  

 

In the unlikely event of physical injury, the injured person may be able to seek treatment through Accident 

Compensation Corporation if they meet the organisations criteria. 

 

Adverse events 

Any adverse events will be recorded in an adverse events form and reported to the research committee.  

15. Data Management 

General principles of data management for the study are as below. For full details please see the studies data 

management plan.  

Data Management Summary: 
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• Identifiable data (name, address, date of birth) will be collected through identifiable data (demographic 

and screening assessment sheet) as a master data sheet that will be saved in a secure password-

protected data base (REDCap) with access restricted to LP and NS.  

• After consent, participants will be given a unique participant code, and all subsequent data will be 

recorded against this code. 

• De-identified data will be entered in a secure password-protected database (REDCap). Video recordings 

of the GM’s will be saved and protected on the AUT sharepoint in a password protected folder that 

only LP and SW will have access to for scoring the assessments. Data integrity will be enhanced by using 

referential data rules and checks and using dropdown lists of coding options where possible to reduce 

data entry error. Checks will be made on data integrity and reported to the data safety management 

committee (DSM) who will oversee data management and safety issues.  

• Data will be stored in NZ. Māori data will be coded such that it can be disaggregated for use by 

researchers for the benefit of Māori. Decisions on any future use of Māori data beyond the stated uses 

of this study will be made in collaboration with Māori and will only progress with agreement from 

Māori.  

• Standardised paper assessment forms (PMDS-2ED and HINE) will be stored at NS office in a locked file, 

until completion of the study. 

• At the end of the study, all study databases will be de-identified and archived at AUT, and for participants 

aged 16 or above, data will be stored for 10 years before being decommissioned. For participants aged 

under 16 years, data will be stored for 10 years after the participants has reached the age of 16 years. 

• No information concerning the study or the data will be released to any unauthorised third party.  

• De-identified study data from assessment tools and outcome measures will be shared with other 

researchers upon reasonable request. Māori data will only be made available with the agreement of 

Māori. 

16. Quality Assurance 

Staff training 

The HINE and PDMS-2ed assessments do not require formalise training but the independent therapist will 

be familiar and competent in these two assessments. The GM’s will be assessed and scored by LP and SW 

who have completed advanced training.  
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The delivery of the treatment protocol will be completed by LP who has created the Intervention program. 

Each class session will follow a set format as per above example (NEOgrads playgroup example).   

 

Participants Rights 

Participant information sheets describing in detail the study purpose, study procedures, and risks are given 

to the participant, and written documentation of informed consent is required prior to starting data 

collection. The following consent materials are included in this protocol. Participant information sheet and 

Consent Form (see Appendix 1).  

 

Consent Procedures and Documentation 

Consent forms will be Northern A Health and Disability Ethics Committee and AUTEC approved, and the 

participant will be asked to read and review the document. The investigator will explain the research study 

to the participant and answer any questions that may arise to their satisfaction. A verbal explanation will be 

provided in terms suited to the participant’s comprehension of the purposes, procedures, and potential 

risks of the study and of their rights as research participants. Participants will have the opportunity to 

carefully review the written consent form and ask questions prior to signing. The participants will have the 

opportunity to discuss the study with their family/whānau or think about it prior to agreeing to participate.  

For participants aged under 16 years, researchers will carry out the process of supported decision making 

and evaluation of their capacity to provide assent in additional to gaining proxy informed consent by the 

parent or guardian. 

The participant will sign the informed consent document prior to any procedures being done specifically for 

the study. Participants will be informed that participation is voluntary and that they may withdraw from the 

study at any time, without prejudice. The rights and welfare of the participants will be protected by 

emphasising to them that the quality of their medical care will not be adversely affected if they decline to 

participate in this study. 

A copy of the informed consent document will be given to the participants for their records. The informed 

consent process will be conducted and documented in the source document (including the date), and the 

form will be signed before the participant undergoes any study-specific procedures.  
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Research Committee 

Louise Pearce Masters student, co-investigator, responsible for development of intervention 

protocol, delivering intervention, data processing and analysis.  

Dr Nusratnaaz Shaikh Principle -investigator, responsible for project development, project supervision and 

mentor for LP. 

 

Ass. Prof. Richard Ellis Co-investigator, project supervision and mentoring NS.  

 

Dr Sian Williams Co-investigator, responsible for project development, GM scoring, and project 

supervision. 

 

Dr Jimmy Chong Co-investigator, responsible for project development and project supervision.  
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Appendix 1. Participant Information Sheet and Consent Form.                 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
Appendix 2:  NEOgrads Playgroup Developmental home program – Parent/Caregiver Logbook 
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Appendix 3: Parent/Caregiver Rated Survey.
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Appendix 4: Peabody Developmental Motor Scales- 2 edition. 



 

 

40 
NEOgrads Protocol V1.6  

 



 

 

41 
NEOgrads Protocol V1.6  

 

 



 

 

42 
NEOgrads Protocol V1.6  

 

 



 

 

43 
NEOgrads Protocol V1.6  

 

 



 

 

44 
NEOgrads Protocol V1.6  

 

 



 

 

45 
NEOgrads Protocol V1.6  

 

 



 

 

46 
NEOgrads Protocol V1.6  

 

 



 

 

47 
NEOgrads Protocol V1.6  

 



 

 

48 
NEOgrads Protocol V1.6  

 



 

 

49 
NEOgrads Protocol V1.6  

 



 

 

50 
NEOgrads Protocol V1.6  

 



 

 

51 
NEOgrads Protocol V1.6  

 

 
 



 

 

52 
NEOgrads Protocol V1.6  

 

 



 

 

53 
NEOgrads Protocol V1.6  

 



 

 

54 
NEOgrads Protocol V1.6  

 



 

 

55 
NEOgrads Protocol V1.6  

 



 

 

56 
NEOgrads Protocol V1.6  

 



 

 

57 
NEOgrads Protocol V1.6  

 



 

 

58 
NEOgrads Protocol V1.6  

 



 

 

59 
NEOgrads Protocol V1.6  

 



 

 

60 
NEOgrads Protocol V1.6  

 



 

 

61 
NEOgrads Protocol V1.6  

 



 

 

62 
NEOgrads Protocol V1.6  

 



 

 

63 
NEOgrads Protocol V1.6  

 



 

 

64 
NEOgrads Protocol V1.6  

 



 

 

65 
NEOgrads Protocol V1.6  

 



 

 

66 
NEOgrads Protocol V1.6  

 

 
 



 

 

67 
NEOgrads Protocol V1.6  

 

Appendix 5: Hammersmith Infant Neurological Examination

 


